Arizona Adwministrative Register :
Notices of Proposed Rulemaking -

NOTICES OF PROPOSED RULEMAKING

.Unl'ess' exémptcd by AR.S. § 41-1005, each agency shall begin the rulemaking process by 1st submitting to the Secretary of
* State’s Office a Notice of Rulemaking Docket Opening followed by a Notice of Proposed Rulemaking that contains the pream-
" ble and the full text of the rules. The Secretary of State’s Office publishes each Notice in the next available issus of the Register
" according to the schedule of deadlines for Register publication. Due to time restraints, the Secretary of State’s Office will no
 longer edit the text of proposed rules. We will continue to make numbering and labeling changes as necessary.

Under the Administrative Procedure Act (A.R.S. § 41-1001 et seq.), an agency must allow at least 30 days to clapse after the
publication of the Notice of Proposed Rulemaking in the Register before baginning any proceedings for adoption, amendment,
or repeal of any mie, AR.S. §§ 41-1013 and 41-1022.

NOTICE OF PROPOSED RULEMAKING

TITLE 12. NATURAL RESOURCES

CHAPTER 1. RADIATION REGULATORY AGENCY

PREAMBLE
1. Section Affected Rule Making Action
Ri2-1-102 Amend
Article 2 Amend
RI2-1-202 Amend
Appendix A Amend
Article 3 Amend
R12-1-301 Repeal
R12-1-301 Renumber
R12.1-301 Amend
R12-1-302 Renumber
R12-1-302 Amend
R12-1-303 Renumber
R12-1-303 Amend
R12-1-304 Renumber
R12-1-304 Amend
R12-1-305 Renumber
R12-1-305 Amend
R12-1.308 Renumber
R12-1-306 Amend
RI2-1-307 Renumber
R12-1-308 Renumber
R12-1-308 Amend
R12-1-309 Renumber
R12-1-309 Amend
R12-1-310 Rerumber
R12-1-310 Amend
R12-1-311 Renumber
R12-1-311 Amend
R12-1-312 Renumber
R12-1-312 Amend
R12-1-313 Renumber
R12-1-313 Amend
Ri2-1-314 Renumber
R12-1-314 Amend
R12-1-315 Renumber
R12-1-313 Amend
R12-1-316 Renumber
RI2-1-316 Amend %
Ri2-1-317 Renumber
Ri2-1-317 Amend
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R12-1-318 Renumber

: R12-1-318 Amend

- : R12-1-319 Repumber

R12-1-319 Amend
Ri2-1-320 Renumber
R12-1-320 Amend
R12.1-32] Renumber
Ri2-1-321 Amend
RI12-1-322 Renumber
R12-1-322 Amend
R12-1-323 Renumber
R12-1-323 New Section

; Schedule (Exhibit} A Amend

. Z Schedule (Exhibit) B Amend

: Scheduie C Repeal
Schedule (Exhibit) D Amend
Schedule (Exhibit) E Amend
ExhibitE New Section
RI2-1-407. Amend
R12-1-408 Amend
R12-1-409 Amend
R1i2-1-411 Amend
R12-1-415 Amend
R12-1-418 Amend
R12-1-41% Amend
RI12-1-442 Amend
R1i2-1-449 New Section
R12-1-450 New Section
R12-1-511 Amend
R12-1-541 Amend
R12-1-606 Amend
R12-1-612 Amend
Article 7 Amend
R12-1-701 Amend
RI12-1-702 - Amend
RI2-1-703 Repeal
RI2-1-703 New Section
R12-1-704 Repeal
R12-1-704 New Section
R12-1-705 New Section
R12-1-706 New Section
R12-1-707 New Section
R12-1-708 New Section
RI12-1-709 New Section
R12-1-710 New Section
Riz2-1-711 New Section
R12-1-712 New Section
R12-1-713 New Section
R12-1-714 New Section
R12-1-715 New Section
R12-1-716 New Section
RI12-1-717 New Section
R12-1-718 New Section
R12-1-719 New Section
Exhibit A New Exhibit
R12-1-801 Amend
R12-1-802 Amend
RI12-1-803 Amend
R12-1-804 Amend
R12-1-803 Amend
R12-1-806 Amend
R12-1-902 Repeal
R12-1-903 Amend ®
RI12-1-904. Amend
Ri2-1-911 Amend
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Riz-1-1001 Amend
R12-1-1002 Amend
RI12-1-1003 Amend
R12-1-1004 Amend
RI12-1-1005 Amend
R12-1-1006 Amend
R12-1-1007 Amend
R12-1-1008 Amend
R12-1-1209 Amend
R12-1-1210 Amend
R12-1-1211 Amend
R12-1.1212 Amend
RI2-1-1213 Amend
R12-1-1214 Amend
R12-1-1215 Amend
Riz-1-1216 Amend
R12-1-1217 Amend
R12-1-1218 Amend
R12-1-1219 Amend
R12-1-1220 Amend
Ri2-1-1222 Amend
RI12-1-1223 New Section
Table A New Table
R12-1-1301 Amend
Ri12-1-1302 Amend
R12-1-1303 Amend
R12-1-1304 Amend
Ri2-1-1305 Amend
R12-1-1306 Amend
R12-1-1307 Amend
R12-1-1308 Amend
R12-1-1309 New Section
2. he specific_statutory authority for the rule making, includine both the authorizing statute (general) and the statutes the

rales are implementing (specific);
General: AR.S. §§ 30-654(B), 41-1073 to 1078

Specific: AR.S. §§ 30-637, 30-671(B) 30-672, 30-681, 30-682, 30-683(C), 30-686, 30-687, 30-688, 30-693, and 30-696

3. Alistof all previous natices appearing in the Register addressing the proposed rule;

Notice of Rulemaking Docket Opening: 3 A.AR. 1990, July 25, 1997. -

4. The name and address of agency personnel with whom persons may communicate regarding the rules:

Name: Dan Kuld
Address: Arizopa Radiation Regulatory Agency
4814 South 40th Street
Phoenix, Arizona 85040
Telephone: (602) 255-4845 ext. 233
Fax: (602) 437-0705
5. Anexplanation of the rule, including the agency's reasons for initiating the rule:
R12-1-102

The definition of “Background radiation™ is modified to bring it in alignment with the law governing the Agencies rules.

The definition for “Exhibit” is added to explain name changes of listings that occur at the end of some of the articles in Title 12,
Chapterl.

The definition of “Temporary jobsite’ is amended to limit a temporary jobsite to 6 months. This limitation was added to the def-
inition on June 30, 1996 and inadvertently deleted in 1997, Therefore this is a correction only.

The definition of “TODE” is amended to correctly reference a subsection in R12-1-419.

A definition for “Workload” is added so persons affected by R12-1-202 wili know what information is reqairgd with the x-ray
registration application.

RI2-1-202
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Changes are made to the application, for registration of radiation producing machine requirements. Some are made for clarifica-
tion purposes while others are made to improve safety. An applicant will be required to meet the particle accelerator safety stan-
dards in Article 9 prior to registering.

Article 2, Appendix A, Registration Forms

Corrections are made to spelling and format. Addition of the requirement to provide credentials for the radiation safety officer
and the physician operating the particle accelerator in the practice of radiation therapy is added The authority to request this
information is in R12-1-904(2).

R12-1-301

This rule is repealed to eliminate the mumbering problem that exists in Article 3. Because the terms “Decommissioning” and
“Emergency Plan™ are used in a single rule, their definitions are relocated in the rule where each term is used, R12-1-322 and
R12-1-323, rather than the definition list in Article 1.

Note:  The following rule numbers are the corrected numbers. Each number was originally a digit higher. (R12-1-302 thorough
R12-1-323 becomes R12-1-301 thorough R12-1-322)

R12-1-301

This rule deseribes general requirements for ownership, control, and transfer of radioactive material. References to requirements
in Article 7 and Article 15 are added for clarification purposes.

R12-1-302
This rule lists exemptions for source material licensing. Only clarification changes are made.
R12-1-303

Exemptions for licensing radioactive material other than source matetial are listed in this rule. Only clarification changes are
made.

R12-1-304

A list of license types is presented. Only clarification changes are made.

R12-1-305

Reguirements for source material general licenses are listed. Only format and clarification changes are made.
R12-1-306 '

Listed are the requirements for general licenses other than source material. Only minor format, clarification, and rule reference
changes are made.

R12-1-307
Only the rule number is changed.
R12-1-308

Requirements that must be met when filing an application for a specific license are listed. Subsection (C) now references a list
of required information that must be provided with the application. The list is added as Schedule (E) to this Article.

R12-1-309

Requirements that must be met before the Agency will issue a specific license are listed. Listed are various references contain-
ing use requirements in this Article and other Articles in Chapter 1. Added are references to decommissioning requirements in
R12-1-323 and specific use requirements contained in Articles 5, 7, and 17. These references are added to insure all safety issues
are addressed.

RI12-1-310

Subsections (A) through (F), dealing with specific licensing requirements for radioactive material use in radiography and medi-
cine, are moved to Articles 5 and 7, where these specialized uses are regulated. Requirements that must be met by broad scope
license applicants remain in this rule. Also, reference changes are made due to the moving of the requirements mentioned above
to other Articles and to Article 17, reference to which had been inadvertently deleted during past rule making,

R12-3-311

Requirements affecting applicants desiring to manufacture, assemble, repair, or distribute commodities, products, or devices
containing radioactive material are contained in this rule. The majority of changes are wording corrections and reference
changes. Many changes involve incorporation-by-reference to update the rules, An exemption to manufacturing requirements is

added in subsection (3), allowing nuclear pharmacies to provide radiopharmaceuticals to licensed recipients according to
AR.S.§ 32-1904.
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R12-1-312

This rule requires that the Agency issue a license if the applicant meets the application requirements and allows the Agency to
incorporate additional safety requirements as license conditions. A prelicense inspection may be performed by the Agency to
verify that all application requirements are met. Only minor word changes are presented.

R12-1-313

Described are specific conditions and terms of licenses. Licensed activities governed by the Act, transfer requirements, and
Agency notification of licensed program changes are dealt with in this rule. Only minor word changes are presented.

R12.1.314

The expiration date of a license is described. A word change is made to improve clarity,
RI2-1-315

Requirements for renewing a license are listed. A minor word change is made.
R12-1-316

The method for amending a license is described. A minor word change is made.
R12-1-317

Under this rule the Agency is required to follow specific procedures in renewing or amending a license. A minor word change is
made,

R12-1-318

The rule details the steps that must be followed in transferring radioactive material to properly authorized recipients. Minor
word changes are made.

RI2-1-319
Procedures for modification, revocation, and termination of licenses are listed. Minor word changes are made.
R12-1-320

This rule is modified to better delineate the requirements that must be met when the Agency recognizes the license of a radioac-
tive material user that wishes to enter the state to conduct Hcensed activities, licensed by another Agreement state or the Nuclear
Regulatory Commission (NRC). Many word and reference changes are made.

R12-1-321

The licensee is required to follow the rules in Article 15 when preparing radioactive material for transport. A minor word
change is made. "

R12-1-322

Certain radiocactive material users are required to have an emergency plan, preventing radiation exposure to the public. With the
exception of adding the definition of “emergency plan” to this rule from the previous R12-1-301, repealed with this rule making
package, only minor word changes are made to the rule.

RI2-1-323

A decommissioning plan and funding rule is added so that licensees possessing certain amounts of radioactive material seques-
ter enough funds to insure that a contaminated facility or an inventory of radioactive material or waste can be cleaned upina
safe manner that is not costly to the State. This requirement is added by incorporating by reference the decommissioning
requirement contained in the Code of Federal Regulations. This new rule is a NRC compatibitity requirement for all Agreement
States. Currently, the Agency is ensuring that certain programs have a decommissioning plan by requiring it as a license condi-
tion, as authorized in A.R.8.§ 30.654(B)(13),

Schedule C

Moved to Article 7 as Exhibit A with the other requirements moved from R12-1-316 to Article 7.

Schedule D

This schedule becomes Exhibit C.

Schedule E

This schedule becomes Exhibit D.

Exhibit E *

A new Exhibit E is added. This schedule contains a listing of the information that must be provided by a radioactive material
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license applicant. The information is requested in a license application form as required in R12-1-308. This Exhibit is added as
required by a recently passed law requiring agencies to ist in their rules the information requested in a license or registration
y 1o : application,

y 0
R12-1-407
Six licence categories are exempted from the record requirements in this rule due to the low bazard associated with their radja-
tion use programs,

and

R12-1-408, R12-1-409, R12-1-411, and R12-1-415;

These rules are concerned with radiation exposure limits. In each rule a correction is made to a rule reference, R12-1-419, and a
wording correction is made in R12-1-409, ‘

R12-1-418

Because of its importance, a subsection dealing with calibration of survey instruments is repealed because a separate new survey
meter calibration rule, R12-1-449, is added. The requirement is buried in a rule that specifically deals with monitoring, an
entirely different safety issue,

R12-1-419

This rule is the cornerstone for the standards that must be followed when determining which radiation workers are required to
_ use personnei monitoring. The rule in its original form is incorrectly formatted. Rewording and format changes are made to the
1ge is : rule.
R12-1-442
A reference is added to clarify this rule that regulates the shipment of radioactive waste to a licensed disposal facility.
Ainor R12-1-449

This new rule requires the radiation user performing radiation surveys as part of a radiation safety program to calibrate survey
instruments according to the specified standard. This requirement is moved from a subsection in R12-1-418 because of its
importance in a safety program (see R12-1-418).

R12-1-450

dicac~ ' A new rule is added regulating the use and inventory of sealed sources for unspecified use. These requirements are not new.
uclear : They are currently addressed in license conditions and in Articles 3, 5, 7, and 17, which regulate sources of specific use.

Ri2-1-511%

A minimum training level for enclosed radiography x-ray machine users is added to the industrial radiography application
cword requirements. Other minor word changes are made.

Ri2-1-541

: Changes are made to clarify the record keeping requirements placed on cabinet and shielded room x-ray systems. Wording is
'ith the : changed to require shielded room x-ray machine operators to correctly use personnel monitoring (PM) devices. The current
naking wording incorrectly requires radiography sealed sources to use PM devices.

RI12-1-606

: Minor changes are made to the fluoroscopic installation requirements. Unit conversions are added throughout the rule and word-
jeques- ing changes are made to clarify the use of protective devices during fluoroscope operation. Personnel monitoring will no longer
wina | be required for operators of portable or mobile C-arm fiuoroscopic x-ray machines.

Sioning RI2-1-612
eement

reondi- Radiation leakage record retention requirements for x-ray and electron therapy systems are modified. Machines having an
| energy range greater than 1 Mev must retain records for the life of the systems’s operation. The information content of the ther-
apy calibration report is explicitly defined. Qualifications are revised to more explicitly define minimal standards for individuals

performing a calibration on  particle accelerators. The change aligns these qualifications with those of individuals calibrating
teletherapy systems regulated in Article 7.

R12-1-701

With the major changes and additions to Article 7 the scope is now expanded to include the use of unsealed sources of radioac~
tive material in the healing arts.

R12-1-702

This section is amended to include definitions that will 2id in understanding the requirements in other sections added to Article
_ 7. Of particular interest is the change in definition of a misadministration from the definition now contained in R12-1-31 1(E).
material This proposed definition is consistent with the definition contained in 10 CFR 335, and is less stringent in terms of current report-
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ing requirements.
R12-1-703

This rule contains the lcensing requirements that were moved from R12-1-311. Included is a ¢hange in the standard for the
allowable level of molybdenum-99 breakthrough in technetium generator eluate. The level will now be consistent with federal
standards in 10 CFR 35. The old requirements in this rule are moved to R12-1-714

R12-1-704

This section is added to describe the necessary supervision that is needed for use of radiation from radicactive material in the
healing arts. Included is a definition for supervision, Hicensing requirements, and a requirement that a supervising physician be
physically present during therapy procedures. This requirement is new and is added because of the potential safety hazards of
use by an unqualified user. The old requirements in this rule are moved to R12-1-716.

R12-1-705

This section is added. The rule requires all medical licensees to have a Radiation Safety Officer. Qualifications are not listed in
this article. This requirement is added to address potential safety hazards.

R12-31-706

Parts of this section contain new requirements. The Radiation Safety Comumittee required for all medical institutions in R12-1-
703, must meet the requirements contained in this rule. With these additions the standards, formerly listed in R12-1-311, are
now equivalent to those contained in 10 CFR 35. This requirement is added to address potential safety hazards.

Ri12.1-707
This rule requires each medical licensee to have in place a functioning Quality Management Program that will provide high con-
fidence that radiation is administered as directed by the ordering physician. The rule is very broad, allowing each lcensee to

establish the standard and procedures employed to insure the high level of confidence. This requirement is added to address
potential safety hazards.

R12-1.708

This requirement is not new; it is moved from R12-1-31 1(E). However, the standards requiring reporting are less stringent than
those currently listed in Article 3. As previously noted in the R12-1-702 discussion the proposed reporting requirement is based
on a new definition for misadministrations, that is equivalent to the definition for misadministration in 10 CFR 35. This rule is
made less stringent because of the low hazard associated with diagnostic procedures using radioactive material.

R12-1-71G

This requirement, allowing visiting qualified physicians to supervise the use of radioactve material during periods when the
authorized user is absent, is a new rule. However, it has been 2 condition of all medical licenses for a number of years. This
authorization is added as a rule at this time to streamline licensing procedures.

R12-1-711

This tule is not new; it is moved from Article 3. However, its format is expanded to better define which radioactive sealed
sources are acceptable for use by medical licensees, Licensees will now be able to possess calibration and reference sealed
sources containing up to 15 mCi without listing them on their specific license.

R12-1-712

This new rule contains requirements that must be met by licensees that possess radioactive sealed sources. Included are inven-
tory and authorized procedures. These requirements were previously addressed by license condition and are added at this time to
streamline licensing.

R12-1-713

This is a new rule. Each medical licensee that administers radiopharmaceuticals is required to possess a dose calibrator and use
it to measure the amount of radioactivity prior to administering a dose to a patient. This requirement is added to address poten-
tial safety hazards.

R12-1-714

Formerly R12-1-703, this rule addresses concerns associated with the use of sealed sources in the practice of brachytherapy. Of
interest is the deietion of the specific leak testing requirements which duplicate requirements contained in R12-1-417,

R12-1-716
Formerly R12-1-704. Contained in this rule are requirements that must be met when practicing teletherapy.
R12-1-717

This is a new rule. Added are requirements for the use of remote after-loading brachytherapy devices. These devices have been

%
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prevalent in the medical therapy arena for about 10 years. The requirements listed in this rule have been addressed in license
condition, The rule is added at this time to streamline licensing practices.

Ri2-1-718

This is a new rule. Reguirements for performing stereotactic radiosurgery are added at this time to streamline licensing prac-
tices. These requirements have been addressed by license condition for about one year,

R12-1-719

This is a new rule. The release of patients containing radiopharmaceuticals is currently addressed by license condition. The stan-
dard in this proposed rule will be consistent with 10 CFR 35, which allows release of radioactive patients with exposure levels
higher than the current level accepted in license condition, provided certain administrative controls have been put in place. It is
being added at this time to streamline licensing practices.

Exhibit A

This exhibit is added to accommodate moving Groups 1 through V from Asticle 3 1o Article 7. Minimal changes include the
addition of carbon-11 to Group II, strontium-89 and samarium-153 to Group IV, and the addition of “product license applica-

tion” (PLA) where appropriate in the Groups to accommodate licensing of new radiopharmaceuticals developed under this FDA
approved category.

R12-1-801

Only minor changes are made to improve understandability of this statement that defines the scope of the rules contained in this
Article.

R12-1-802

Only minor changes are made to the definitions needed for the understanding of the rules contained in this Article.
R12-1-803

This rule contains the requirements for the use of enclosed beam x-ray systems. Only minor changes are made to improve
understandability.

R12-1-804

This rule contains the requirements for the use of open beam x-ray systems. Deleted are all references to radioactive material.
Added is an exemption to the requirement that an interlock system to be used, provided the listed criteria are met; a requirement
for an interlock system if the x-ray tube can be removed from the system; and the requirement for the registrant to perform a
radiation survey to demonstrate that levels in the vicinity of the open beam system does not exceed acceptable levels. Other
changes are made to improve understandability.

R12-1-803

This rule contains administrative responsibilities that must be met by analytical x-ray operations. The wording is modified to
improve understandability,

R12-1-806

Operation requiremenis for analytical x-ray systems. Major wording changes are made to clarify and strengthen the require-

ments listed in the rule. The requirement to maintain personne] monitoring records is deleted because the requirement already
exists in Articie 4.

R12-1-902

This rule is being repealed because the requirement to register a particle accelerator is addressed in Article 2 which is referenced
in 2 new subsection of R12-1-903.

R12-1-903

General requirements for issuance of a registration for a particle accelerator are listed. A new reference to the requirements in
Article 2 is added and the requirement to have a radiation safety committee is deleted because this section deals with require-
ments affecting all accelerators. Also, 2 number of changes are made to improve understandability.

R12-1-904

This rule contains special requirements for users of particle accelerators in the practice of medicine. Added is a requirement for
a radiation safety committee to oversee the use of particle accelerators for human research. This is not 2 new requirement; it is
simply moved from R12-1-903. Also, qualifications are added for physicians and physicists wishing to qualify to use and cali-
brate particle accelerators for medical purposes. These standards are not new; Currently they are used to qualify users of tele-
therapy systems in Article 7. Other new requirements added to this rule include the need to have in place ayguality management
program as is described in R12-1-707, and the need to have a particle accelerator facility inspected by the Agency prior to initi-
ation of patient treatment. Applicants have been providing descriptions of quality management programs with their applications
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for approximately 2 years, without complaint. Other changes are made to improve understandabifity.
R12-1-911

Radiation survey requirements for particle accelerator facilities are listed. Included, are new survey record retention require-
ments. Additional wording changes are made to improve understandability and clarity,

R12-1-1001

The purpose and scope of Article 10 are listed. Only minor wording changes are made.

R12-1-1002

Notice to worker posting requirements are listed. Minor rule reference changes are made with minimal wording changes.
R12-1-1003

The rule describes instructions that must be given to workers in areas of radiation. Minor word changes are made.

R12-1-1004

This rule stipulates individual notification requirements for those individuals exposed to radiation, entering or working in areas
where radiation is used. Again, wording changes are made to improve understanding and clarity.

R12-1-1005

This rule allows a worker to have another individual represent the worker during an Agency inspection. Minor word changes are
made for clarity.

R12-1-1006

This rule allows Agency inspectors to meet privately with licensee or registrant workers during an Agency inspection. Changes
are made to improve clarity,

R12-1-1607

Under this rule a licensee or registrant worker may request an Agency inspection. Minor word changes are made.

R12-1-1008 '

If the Agency refuses to perform an inspection, requested according to R12-1-1007, the worker making thie request for an
inspection may request a review of the Agency’s decision. Minor word changes are made.

R12-1-1209

A Notice of Violation will be provided 1o a licensee or a registrant foilowing an inspection if an inspector finds viclations during

the inspection. The word “Division” is added to better define the proposed sanction and proposed civil penalty, if applicable.
The Divisions are listed in R12-1-1215.

R12-1-1210

The rule describes action that can be taken by the Agency Director based on the response of the licensee or registrant receiving
the violation. Rule references are changed to correspond with changes made in the rules being referenced in Article 12, Some
minor word changes are made to improve clarity; for example the addition of “initial” before the word “order.”

R12-1-1212

A licensee or registrant may request 2 hearing upon receiving an initial order. To correctly reference the Board, the first letter is
capitalized in subsection (B).

R12-1-1213

Listed are the 5 severity levels of violations. In subsections (A), (B), (C), and (E) the format of the listed criteria is changed to
promote easier reference, and a statement is added to subsections (A)(2) and (3) to better differentiate the kind of information
that must be available to affect the violation outcome. In subsection (C), the reference to the radiation protection program
required in R12-1-407 is now correctly made. A licensee or registrant with a violation governed by subsection (C)(3) can be
treated as a severity level IV violation if the radiation protection program previously discussed, is in place.

R12-1-1214

The mitigating factors that may affect the outcome of violations are listed. Subsection (A) is deleted because of the difficulty in
discovering the listed criteria. The Director will be given more latitude in determining when a civil penalty should be reduced or
waived. The remaining subsections contain wording changes to improve understandability.

R12-1-1215 !

Listed are the various license and registration divisions. The division lists are reformatted to improve ease of reference. New ;
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categories have been added to the division lists. Added are particle accelerator, research and development, laboratory, NORM

(for definition see: NARM™ in Article 1) commercial disposal site, and low level waste disposal site. These license categories

: are defined in R12-1-1306. Added in subsection (D) are classifications of individuals who may use sources of radiation, but are

fitew E not required to have a license or registration. These classifications are necessary because such individuals may act in an unsafe
: manner that requires the Agency to administer sanctions against them.

R12-1-1216

The schedule of civil penalties is listed in this rule. Minor word changes are made to improve clarity and to include registrants in
subsection (C). The word “registrant” was inadvertently deleted during the original rule making.

R12-1-1217

This rule contains augmented consequences for violations that have the prescribed characteristics. Many changes are made to
this rule to improve the practicality of the multitiered penalty system described in it.

R12-1-1218

The timing and method of payment of civil penalties is described in this rule. The word “final” is added to insure the reader
knows which order is of concemn in the rule.

areas
RI2-1-1219
Unsafe conditions may resuit in a license or registration being revoked. If the conditions listed in this rule exist, the affected
individual will have to show cause why the license or registration should not be revoked. “Show cause” is added to the rule title
es are to better describe the rule content and the word “suspended” is added to the penaity statements to provide the Agency with
greater flexibility.
R12-1.1220
1anges The Director may take escalated enforcement actions such as suspending or modifying a license or registration, or impounding a
radiation source, if a violation meets the criteria in this rule. The wording is rearranged for ease of reference and to improve clar-
ity.
R12-1-1222 _
Before the Agency initiates formal proceedings, a licensee or registrant may request an enforcement conference. The outcome
of the conference, a consent agreement, is added to the rule wording so that a licensee or registrant understands the value of an
for an : enforcement conference in eliminating the need for formal proceedings that can be quite expensive.

: R12-1-1223 '

: The legislature has required that the Agency add time frames during which the Agency will process Hcense and reglstrauon
yduring applications, and requests for amendments to existing licenses and registrations, Accordmg to the new law this requirement is to
licable. be in place by December 31, 1998,

E Table A

i Contained in this table are the time frames that must be met by the Agency in processing applications and amendments as
wceiving | described in R12-1-1223. The list is based on the categories that are described in R12-1-1302 and R12-1-1306.

2. Some R12-1-1301
A single definition is listed. The definition for “combined” is modified to clarify how fee payments are handled when a combi-

: nation license is issued by the Agency.
bleweris R12-1-1302

: " Definitions for each of the license and registration categories are listed. With this amendment a Category A license can be com-

: bined with any other type of license, and references to Asticle 3 subsections are corrected to agree with amendments that have
anged to - occurred in Article 3. Added are license categories for:
ormation  * a. Research and development, and laboratory categories that were inadvertently left out of the rule making when the cate-
35)“2;3;3;2 gories were listed in 1993. There are many licensees of this type at this time.

b. A “NORM” commercial disposal site category is added to accommodate any future sites of this type. There are no lic-
ensees of this type at this time.
. Other minor changes are made for clarification purposes.
fficulty in
educed or & R12-1-1303
| An applicant is required to pay the current fee upon submitting an application for license or registration. Mmor word changes
are made,
snce. New R12-1-1304
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Each year licensees and registrants are required to pay an annual fee. Minor word changes are made.
R12-1-1305

The required method of payment is deseribed. Minor word changes are made.

R12-i-1306

The fee table for all regulated categories is listed in the table. New fees for the new categories set forth in R12-1-1302 are listed.
Other minor word chaniges are made to improve clarity.

R12-1-1307

Special license fees for reciprocity recognition, radioactive waste transfers, and a low-level radioactive waste site licensing are 8.
listed. The later of the three is added as 2 new category to address safety concerns if an application is received for a waste site. :
Other minor word changes are made.

R12-1-1308

A fee for requested inspections is listed. The only change of consequence is the mileage charge from .25 cents per mile to the
most current rate established by the Department of Revenue.

R12-1-1309

The rule adds the requirement for an applicant to respond to a deficiency Ietter in the specified time-frame. If not responded to in
a timely manner, the application will be treated as if it has been abandoned. A new application and fee will be required.

autherity of a politieal subdivision of this state:

Not applicable

7. The preliminary summary of the economic, small business, and consemer impact:
Digposal site licensing fees:
Ri12-1-1302

A $200,000 licensing fee is proposed for naturally occurring radioactive material (NORM) commercial disposal site.
R12-1-1307

[EP O

A $3,000,000 licensing fee is proposed for a Low-level Radioactive Waste Disposal Site License. The fee is being justified 10.
using existing site licensing that occurred in California.

Other Changes and Additions: 11. In
RI12-1-311 : S
Nuclear pharmacies will be aliowed to function under Roard of Pharmacy rules in dispensing certain radiopharmaceuticals per

physician prescription, that are not approved by the FDA for comumercial distribution and use. This should decrease cost whils at
the same fime expediting patient care.

R12-1-323

The decommissioning rule could potentially add substantial cost to users of very large quantities of radioactive material, in that
funds must be set aside at the time of application to insure that all radiation hazards are safely disposed of at termination of the
program. Decommissioning must oceur according to the prescribed schedule.

Ri12-1-1223

The establishment of time-frames for Agency processing of applications for licenses and registrations is established in an effort -
to decrease cost to the potential radiation user by expediting the initiation of the business enterprise being licensed.

R12-1-1302 and R12-1-1306

Other new categories are added to insure radiation use is oceurring in a safe manner. The cost is determined by factoring in the =
cost of application review, inspection, administrative costs, and degree of hazard associated with the specific radiation use. The -
following categories and associated annual costs are noted: |

Clé Research and Development (R&D) £750

C17 Laboratory (LAB) §600

D1y NORM waste site $200.000 (See above) :
Note:  R&D and LAB licensees are paying these fees at this time classified under the D18 category. b f‘;' }S{%ﬁ ;)_nwz‘
R12-1-1309 ':
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This could potentially cause an economic burden on an applicant if information is not provided to the Agency in the specified
time-frame. The applicant would be required to submit a new application with a second application fee. There would also be
delay in initiating any business activity involving the use of radiation.

Other changes and additions are made to improve clarity, consistency and understanding of the rules. In Article 5 requirements
are moved from Article 3 to better organize and portray the requirements, In Article 2 facility requirements are now stated in
rule. In the past a description was requested on the registration application form. Also, a listing of needed specific and general
license application information, currently requested on the application form, will be located in Exhibit E at the end of Article 3.
The majority of changes are made as a result of five-year-review reports, which are an an-going process to keep the rules cur-
rent, The economic impact to all affected parties for these changes should be minimal.

8. The name and address of agency personnel with whom persons may communicate regarding the accuracy of the economie,
small business, and consumer impact statement;

Name: Dan Kuhl

Address: Arizona Radiation Regulatory Agency
4814 South 40th Street
Phoenix, Arizona 85040

Telephone: (602) 255-4845, Ext. 233

Fax: (602) 437-0705

9. The time, place, and natore of the proceedings for the adoption, amendment, or repeal of the rules or, if no proceeding is
scheduled. where, when. and how persons may request an oral proceeding on the propesed rule:

An oral proceeding is scheduled for October 14, 1998 at 10:00 A M. at the address listed below. A person may submit written
comments concerning the proposed rules by submitting them no later than 5 P.M., Qctober 14, 1998, to the following person:

Name: Aubrey Godwin, Director

Location: Arizona Radiation Repulatory Agency
Address: 4814 South 40th Street
Phoenix, Arizona 85040

Telephone: (602) 255-4845
Fax: {602) 4370705

16. Axny other matters prescribed by statute that are applicable fo the specific agency or to any specific rule or class of rules:
Not applicable.

11. Incorporations by reference and their location in the rules:
10 CFR Part 32 R12-1-306(E)(3) Page 87 .,
10 CFR Part 32.26 R12-1-311(C} Page 123
10 CFR Part 32.29 R12-1-311(C) Page 123
10 CFR Part 32.53-56, and 32.101 R12-1-311(E) Page 131
10 CFR Part 32.57, 58, 32.102 and 70.39 R12-1-311(FX2) Page 137
10 CFR 32.61, 32.62 and 32.101 Ri12-1-311(I)2) Page 135
10 CFR Part 30.35 and 40.36 R12-1-323(C) Page 163
10 CFR Part 30.36(g)(1) R12-1-323(E}1) Page 164
10 CFR Part 30.36(1) R12-1-323(H)(5) Page 165
10 CFR Part 30.36(D) RI12-1-323(EX6) Page 165
10 CFR Part 32.72 R12-1-703(C)(2)a) Page 224
10CFR Part 35 R12-1-704(C) Page 234
10 CFR Part 35(7) Exhibit A Pape 256
10 CFR Part 35.25 Exhibit A Page 256
10 CFR Part 61 R12-1-1302()(1) Page 316

12. The full text of the rules follows:

Section

TITLE 12. NATURAL RESOURCES

CHAPTER 1. RADIATION REGULATORY AGENCY

ARTICLE 1. GENERAL PROVISIONS ARTICLE 2. RADIATION MACHINE REGISTRATION OR
LICENSING, INSTALLATION AND SERVICE

R12-1-102.  Definitions EGISTRATION, AND MAMMOGRAPHIC FACILITY.

CERTIFICATION REGISTRATION-AND-
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R12-1-202.

Application Requirements for Registration or Cer-
tification of lonizing and Nonionizing Radiation
Machines Machine Faeilities: Notification

ARTICLE 3. HICENSING-OF RADIOACTIVE
MATERIAL LICENSING

R12-1-3062- R12-1-301 Ownership, Control, or Transfer of Radio-
active Material

RE2-1-303- R12-1-302.Source Material;; Exemptions

RI24-364: R12-1-303 . Radicactive Material Other than Source
Material;; Exemptions

Ri2-1-305- R12-1-304 Types-of Licenses Types

R12-1-306: R12-1-3035.General License Heenses —~ Source Mate-
rial

B12-4-367 R12-1-306.CGeneral License Hieenses -~ Radioactive
Material Other than Source Material

Ri2-1-308: R12-1-307 Repealed

B42-1-300-R121-1-308 Filing Application for Specific Licenses

R12-1-316: R12-1-309 General Requirements for the Issuance of
Specific Licenses

Ri2-1-311- R12-1-310.Special Requirements for Issuance of-Ces-
tain Specific Broad Scope Licenses for Radieactive
Materiat

Ri2-+342- R12-1-311.Special Requirements for a Specific
License to Manufacture, Assemble, Repair, or Dis-
tribute Commodities, Products, or Devices Which
Contain Radioactive Material

Ri2-4-343- R12-1-312 Tssuance of Specific Licenses

R42-1-314-R12-1-313 Specific Terms and Conditions of
Licenses

Bi12-1-315- R12-1-314 Expiration of License Licenses

£12-3-316: R12-1-315 Renewal of License

R2-1-34F- R12-1-316. Amendment of Licenses at Request of Lic-
ensee

Ri2-1-318- R12-1-317.ARRA. Action on Applications to Renew
or Amend

R32-1-349 R12-1-318 Transfer of Radioactive Material

RIZ1-326: R12-1-319.Modification, Revocation, and Termina-
tion of Licenses

RI2-1-324:- R12-1-320 Reciprocal Recognition of Licenses Fes

Ri2-1-322- R12:1-321 Preparation of Radioactive Material For
Transport

RIZ-1-323: R12-1-322 The Need For an Emergency Plan For

Response to 2 Release of Radioactive Material.

Financial Assurance and Record Keeping for

Decommissioning

Exhibit A Sehedule-A-Exempt Concentrations

Exh1b:t B Seheéu}e-B Exempt Quantmes

R12-1-323.

Exhlblt C Seheéu}e—B Lumts fer Broad Licenses
Exhibit D SeheduleE Radioactive Material Quantities Requiring
Consideration for an Emergency Plan

Exhibit E Application Information

ARTICLE 4, STANDARDS FOR PROTECTION AGAINST
IONIZING RADIATION

R12-1-407.  Radiation Protection Programs

Volume 4, Issue #37
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R12-1-408. Occupational Dose Limats for Aduits

R12-1-409. Summation of
External and Internal Doses

R12-1-411. Determination of Internal Exposure

R12-1-415. Dose to an Embryo or # Fetus

R12-1-418.  Surveys and Monitoring

R12-1-419. Conditions Requiring Individual Monjtoring of
External and Internal Occupational Dose

R12-1-442.  Agency Inspection of Shipments of Waste

R12-1-449  Survey Instruments

R12-1-450. Sealed Source Requirements

ARTICLE 5. RADIATION SAFETY REQUIREMENTS
FOR INDUSTRIAL RADIOGRAPHIC OPERATIONS

R12.1-5311. License and Registration Application Require-

ments For Industrial Radiography

R12-1-541.  Enclosed Radiography Using X-ray Machines
ARTICLE 6. USE OF X-RAYS IN THE HEALING ARTS

R12-1-606.  Fluoroscopic Systems installations

R12-1-612.  X-ray and Electron Therapy Systems with Energies

of 1 MeV and Above

ARTICLE 7. USE OF RADIONUCLIDES IN THE
HEALING ARTS USE-OF SEALED RADIOAGCTIVE-

SOBRCES IN-THE-HEALING-ARTS

R12-1-701. Scope

R12-1-702. Definitions
tiens

R12-1-703  License for Medical Use of Radioactive Material

Ri2-1-764  Teletherapy

R12-1-704. Supervision

R12-1-703. Radiation Safety Officer

R12-1-706. Radiation Safetv Committes

R12.1.707.  Quality Manapement Program

Ri2-1-708. Misadministration Reports and Records

R12.1-709. Reserved

R12-1-710.  Visiting Authorized User

R12-1-711.  Calibration and Reference Sources

R12-1-712. Sealed Sources

R12-1-713. Dose Calibrators

R12.1-714.  Brachvtherapy

R12:1-715. Reserved

R12:-1-716. Teletherapy

R12-1-717. High Dose Remote After-loading Brachytherapy
Devices

R12-1:718. Gamma Stereotactic Radiosurgery

R12-1-719. Release of Individuals Containing Radiopharma- ¢
ceuticals or Radioactive Sealed Sources from
Restricted Areas

Exhibit A  Groups of Medical Uses of Radioactive Material

ARTICLE 8. RADIATION SAFETY REQUIREMENTS
FOR ANALYTICAL X-RAY OPERATIONS

R12-1-801. Scope

R12-1-802.  Definitions
R12-1-803. Enclosed Beam X-ray Systems-beam-w%-ray-systems -
R12-1-804.  Open Beam X-ray Systems beams-say-systems
R12-1-805.  Administrative Responsibilities responsibilities
R12-1-806.  Operating Requirements procedures
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ARTICLE 9. RADIATION SAFETY REQUIREMENTS “Adult” No change.
FOR PARTICLE ACCELERATORS “Agency”, or “AREA” No change.
L. . “Agreement State” No change.
R12-1-902.  Reserved Registration-Requirements] . “Airborne radioactive material” No change.
R12-1-903.  General Requirements for the Issuance of a Regis- “Airborne radioactivity area” No change.
tration for Particle Accelerators “ALARA” No change.
R12-1-904, MW “Analyﬁca_]_ X-ray equipment” No change.
Human Use of Particle Accelerators i o “Analytical x-ray system” No change.
R12-1-911.  Radiation Survey Requirements momiofing  «“Backpround radiation” means radiation from cosmic sources; not
requirements technologically _enriched naturally occurring radioactive
ARTICLE 16. NOTICES, INSTRUCTIONS, AND REPORTS materials, including radon, except as a decay product of
TO WORKERS; INSPECTIONS source or s;peczgl nuc?ear material lfass than ten times the
quantities listed in Article 4, Appendix B, Table I; and glo-
R12-1-1001. Purpose and Scope seepe bal fallout as it exists in the environment from the testing of
R12-1-1002. Posting ef Notices for Workers netiees-to-weorkers nuclear explosive devices. “Background radiation” does not
R12-1-1003. Instructions to Workers werkers include sources of radiation from radioactive materials regu-
R12-1-1004. Notifications and Reports to Individuals lated by the Agency..
R12-1-1005. Licensee, Registrant, and Worker Representation “Becquerel” No change.
During Agency Inspection Presenee-of-represents- “Bioassay” No change.
Hves-of Heensees-or-registrants-and-workers-during “Brachytherapy™ No change.
mspection “By-product material” No change.
R12-1-1006. Consultation with Workers During Inspections  “Calendar quarter” No change.
ing- i “Calibration” No change.
R12-1-1007. Inspection Requests by Workers weskers—for  “Certified cabinet x-ray system” No change.
nspeetion “CFR” No change.
R12-1-1008. Inspection Imspeeiens Not Wamanted: Review “Chelating agent” No change.
warranted;-review “Civil penalty” No change.
ARTICLE 12. ADMINISTRATIVE PROVISIONS .Collective dose™ Mo change.
“Committed dose equivalent” No change.
R12-1-1209. Notice of Violation “Committed effective dose equivalent” No change.
R12-1-1210. Response to Notice of Violation “Curie” No change.
R12-1-1211. [Initial Orders “Current license™ No change.
R12-1-1212. Request for Hearing in Response to an Initial Order “Deep-dose equivalent” No change.
R12-1-1213. Severity Levels of Violations “Depleted uranium” No change.
RI12-1-1214. Mitigating Factors “Dose” No change.
R12-1-1215. License and Registration Divisions “Dose equivatent (Hy)” No change.
R12-1-1216. Base-Sehedule-of Civil Penalties “Pose limits” No change.
R12-1-1217. Augmentation of Civil Penalties “Posimeter” No change.
gg”i'igig i%)g}'l?ma‘}fSCi"itl_Penaiggs o “Effective dose equivalent (Hg)” No change.
-1-1219. itional Sanctions - Show Cause « »
R12-1-1220. Escalated Enforcement b o zizfé:,
R12-1-1222. Enforcement Conferences “Enclosed beam X-ray system” No change.
R12-1-1223.  Registration and Licensine Time-Frames “Enclosed radiography” No change
Table A Registration and Licensing Time-Frames “Cabinet radiography” No change:
" ARTICLE 13. LICENSE AND REGISTRATION FEES “Shielded room radiography” No change.
. “Entrance or access point” No change.
RI12-1-1301. Definition ) L “Exhibit®  For purposes of these rules, is equivalent in meaning
RI2-1-1302. Types of Licenses and Registrations to the word “Schedule” as found in previously issued rules,
RI2-1-1303. Fee for Initial License and Initial Registration current license conditions and reeulation guide.
R12-1-1304. Annual Fees for Licenses and Registrations “Explosive material” No change.
R12-1-1305. Method of Payment “Exposure” No change.
R12-1-1306. Table Schedule of Fees “Exposure rate” No change.
R12-1-1307. Special License Fees “Evternal dose” No change.
R12-1-1308. Fee for Requested Inspections “Bxtremity” No change.
R12-1-1309, Abandonment of License or Registration Applica- “Eye dose equivalent” No change.
fion “Fail-safe characteristics” No change.
ARTICLE 1. GENERAL PROVISIONS “Field radiography” No change.
“Field station” No change.
§12’~1—102. Definitions “Former U.S. Atomic Energy Commission (AEC)
Ay No change. or U.S. Nuclear Regulatory Commission (NRC)
“Absorbed dose” No change. licensed facilities” No change.
“Accelerator” No change. “Geperally applicable environmental radiation
“Accelerator produced material” No change. standards™ Y No change.
“Act? No change. “Gray” No change.
“Activity” No change. “Hazardous waste” No change.
. September 11, 1998 Page 2455 Volume 4, Issue #37
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“Healing arts” No change.
“Health carg institution” No change.
“High radiation area” No change.
“Human use” No change.
“Empound” No change.
“Individual” No change.
“Individual monitoring” No change.
“Individual monitoring devices” No change.
“Industrial radiography™ No change.
“Injection tool” No change.
“Inspection” No change.
“Interfock” No change.
“Internal dose” No change.
“Trradiate” No change.
“Laser” No change.
“License” No change.
“Licensed material” No change.
“Licensed practitioner” No change.
“Licensee” No change.
“Licensing State” No change.
“Limits” No change.
“Local components” No change.
“Logging supervisor” No change.
“Logging tool” No change.
“Lost or missing licensed or registered source of
radiation™ No change.
“Low-level waste” No change.
“Major processor” No change.
“Medical dose” No change.
“Member of the public” No change.
“MeV” No change.
“Minerai logging” No change.
“Minor” No change.
“Monitoring” No change.
“Multiplier” No change.
“NARM™ No change.
“Normal operating procedures”™ No change.
“Natural radioactivity” No change.
“NRC” No change.
“Nuclear waste™ No change.
“Occupational dose” No change.
“Open beam system” No change.
“Package” No change.
“Particle accelerator” No change.
“Permanent radiographic installation” No change.
“Persommel dosimeter” No change.
“Personnel monitoring equipment” No change.
“Personal supervision” No change.
“Pharmacist” No change.
“Physician” No change.
“Primary beam” No change.
“Public dose” No change.
“Pyrophoric liquid” No change.
“Pyrophoric solid” No change.
Qualified expert” No change.
“Quality Factor” No change.
“Quarter” No change.
“Rad” No change.
“Radiation” No change.
“Radiation area” No change.
*Radiation dose™ No change.
“Radiation safety officer” No change.
“Radioactive marker” No change.
“Radioactive material” No change.
“Radioactivity” No change.
Volume 4, Issue #37
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“Radiographer”
“Radiographer's assistant”
“Radiographic exposure device”
“Registrant™

“Registration”

“Regulations of the U.S. Department of

Transportation”

CCRem’,

“Research and Development”
“Restricted area”

“Roentgen”

“Safety system”

“Sealed source”

“Shallow dose equivalent”
“Shielded position™
“Sjevert”

“Site boundary”

“Source changer”

“Source holder”

“Source material”

“Source material milling”
“Source of radiation”
“Special form radioactive material”

No change.
No change.
No change.
No change.
No change.

No change.
No change.
No change.
No change.
No change.
No change.
No change.
No change. i B
No change. : )
No change.
No change.
No change.
No change.
No change.
No change.
No change.
No change.

RI12
Cert

e st o e o

“Special nuclear material in quantities not sufficient

to form a critical mass”
“Storage area”

“Storage container”
“Subsurface tracer study”
“Surv eyii

“Teletherapy”

No change.
No change.
No change.
No change.
No change.
No change.

“Temporary job site” means any location where sources of radia-
tion are wsed other than the specified locations listed on a
license document. Storage of sources of radiation at a tempo-
1ary jobsite shall not exceed 6 months unless the Agency has
granted an amendment authorizing storage at that jobsite.

(GT e St”
“These rales”

No change.
No change.

“Total Effective Dose Equivalent” (TEDE) “FTEDE” means total
effective dose equivalent, the sum of the deep-dose equiva-
lent for external exposures and the committed effective dose

equivalent for internal exposures.

“Total Organ Dose Equivalent” (TODE) “FOBE? means total

organ dose equivalent, the sum of the deep-dose equivalent
and the committed dose equivalent to the organ receiving the

highest dose as described

“Unrefined and unprocessed ore”
“Unrestricted area”

“1LS. Department of Energy”
‘iwa,ste’,

“Waste handling licensees”
€6Week$2

“Well-bore”

“Well-logging”

“Whole body”

“Wireline”

“Wireline service operation™
“Worker”

“WL”

“WLM”

RI12-1-419(D1)d

No change.
No change.
No change.
Noe change.
No change.
No change.
No change,
No change.
No change.
No change.
No change.
No change.
No change.
No change.

“Workload” means the degree of use of an X-rav or gamma-ray -

Source per unif.tims.
‘CYcari,

No change.

%
ARTICLE 2. RADIATION MACHINE REGISTRATIONOR
LICENSING., INSTALLATION AND SERVICE :

Page 2456
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REGISTRATION, AND MAMMOGRAPHIC FACILITY
CERTIFICATION REGISTRATION-AND-

Ri2-1-202  Application Requirements for Regisiration or

Certification of Ionizing and Nonionizing Radiation Machines

Maehine-Facilities: Nefification

A. A person shall not Ne-person-shall receive, possess, use, or
transfer a radiation machine except as authorized in pursuant
to this Article.

B. The owner or persons possessing heving-passession-of any
nonexempt radiation machine shall apply for registration of
the machine with the Agency such-machine-with-theAgeney
WMM&}W%W&&@“E}M&%%—&MM

wrzhm 30 days aﬂer 1ts acgmsmon &eqﬁt&ﬁwﬂwe%saeh
mechine. The person applyine for registration of a radiation

September 11, 1998 Page 2457

producing machine shall use the appropriate form applica-
tion-shell-be-on-the-forms-as-preseribed in Appendix A of te
this Article.
No change

In addition to the application forms, the applicant shall:-remit

seg: remit the appropriaie registration or Heensing fee listed
inR12-1-1306.

With the application forms for registration of radiation
machines, except dental and mammography facilities, the
applicant shall provide a scale drawing of the room in which
a stationary x-ray system is located. The drawing shall denote
the type of materials and the thickness (or lead equivalence)
of cach barrier of the room (walls, ceilings, floors, doors,
windows), The drawing shall also denote the type and fre-
quency of occupancy in adjacent areas including those above
and below the x-ray room of concern (e.g., hallways, offices,
parking lots, and lavatories teiets). Estimates of workload
shall also be provided with the drawing.
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Appendix A. Registration and Licensing Forms

ARRA-4X
January 1696

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR THE REGISTRATION OF MEDICAL/DENTAL OR VETERINARIAN
DIAGNOSTIC X-RAY SOURCE OF RADIATION

FACILITY NAME REGISTRATION # (if available)
DATE

MACHINE INFORMATION
Diagnostic X-Ray

Fluoroscopic w/image Intensifier Bone Densitometer
Fluoroscopic wo/fimage Intensifier Tomographic Cephalometric
Combination wiimage Intensifier Panographic intra Oral
Combination wofimage Intensifier Radiographic Other Dental
Computerized Axial Tomographic Photoflurographic Other Medical
This Machine is Mobile Stationary Portable Transportable ___
EQUIPMENT :
MANUFACTURER/MODEL NO. SERIAL NO. MAX. KVP MAX. MA.  PHYSICAL | OCATION
Control .
Panel
Rad.
Tube #1
Tube #2
Tube #3
Tube #4
Flouro.
Tube #1
Flourg.
Tube #2

ADDITIONAL SHIELBING INFORMATION
(Use additional pages, if necessary)

INSTRUCTIONS

1. Excluding dental and mammography units, please provide a scale drawing of the facility, including construction material,
and your calculations of the shielding needed to assure compliance with A.A.C. R12-1-408 and R12-1-416. The
calculations shall meet the standards specified in R12-1-603(C)(2). For your assistance Regulatory Guide 10.5 is

available tc guide you in supplying these items,

2. Please provide the specific instructions including any restrictions provided to the equipment operators. Regulatory Guide:- .

10.5 will assist you in completing this portion of the application.

3. Please note that R12-1-604(B) requires each registrant to maintain for each x-ray machine;
a. Maximum rating of technique factors;
b. Aluminum equivalent filtration of the useful beam, including routine variations;
¢. Records of surveys, calibrations, maintenance, modifications, and the names of persons who performed the service;
d. A copy of all correspondence with the Agency relating to the x-ray machine.

4. Please note that R12-1-206(C) requires transferor provide to each registrant, the supplies and x-ray machine necessary:

to comply with the requirements of the rules relating to the usage of the equipment transferred. "

RETAIN A COPY FOR YOUR RECORDS

Volume 4, Issue #37 Page 2458 . September 11, 1998

App

ARF

Janvar

FACI

Contro]
Panel

Therapy .
Tube #1
Therapy
Tube #2

Therapy )
Tube #3 _

——

1. Pleas
neede
inR1z
may w

Please
115w

- 3 Please

a Are
b. A rec
¢ Forl

4. Piease,
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Appendix A. Registration and Licensing Forms Continued

ARRAAXT
January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR MEDICAL THERAPY X-RAY SOURCE OF RADIATION <1 Mev

FACILITY NAME REGISTRATION # (if avaiiable)

DATE

MACHINE INFORMATION
Medical Therapeutic X-Ray

< 150kVp 151 - 999KVp
EQUIPMENT
_ MANUFACTURER f MODEL NQ. SERIAL NO. MAX. KVP MAX.MA. PHYSICAL LOCATION
© Control
CATION . Panel
~ Therapy
~——— . Tube #1
.. Therapy
—m——= . Tube #2
- Therapy

e Tube #3

ADDITIONAL SHELDING-AND-CALIBRATION INFORMATION
{Use additional pages, if necessary)

_— INSTRUCTIONS

w—— 1. Please provide a scale drawing of the facility, including construction material, and your calculations of the shielding

needed to assure compliance with A.A.C. R12-1-408 and R12-1-416. The calculations shall meet the standards specified
in R12-1-803 (C)(2). For your assistance, Regulatory Guide 11.5 is available to guide you in supplying these items. You
may wish {0 submit the consultant design report for the facility instead.

. 2. Please provide the specific instructions including any restrictions provided to the equipment operators. Regulatory Guide

1material, - 11.5 will assist you in completing this portion of the application.

-416, The

le 105 is | 3. Please note that R12-1-611 (C), (1), and (E) require each registrant to maintain for each x-ray machine:
a. A record of the radiation protection survey of the facility;

tory Guide - b. A record of the calibrations of the Unit;

¢. For Units > 150kVp, a record of the monthly spot check must be maintained:

. 4. Please provide a copy of 3(a) and 3(b) above when they are initially completed for this instaliation.

osonice; RETAIN A COPY FOR YOUR RECORDS

y necessary |
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Appendix A. Registration and Licensing Forms Continued

ARRA-4PAT
January 1956

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR MEDICAL THERAPY PARTICLE ACCELERATOR SOURCE OF RADIATION = 1 Mev
FACILITY NAME REGISTRATION # (if avaiiable)
DATE

CLASSIFICATION OF PROFESSIONAL IN CHARGE OF MACHINE

General Practitioner Health Physicist Registered X-Ray Technologist

Radiologist Nen-MegisteredX-Ray-Tech—— Osteopath Other

PARTICLE ACCELERATOR INFORMATION

Betatron Cyclotron Van de Graaff Gra# Other Medical therapy
EQUIPMENT
MANUFACTURER / MODEL NO. SERIAL NO. MAX. Mev MAX. MA,  PHYSICAL LOCATION
Photons
Electrons
Neutrons

Ag
AR

Jam

FAC

An

Control
Panel

Rad.
Tube #1 _

Rad.
©. Tube#2 )
i Rad,

" Tube #3 _

ADDITIONAL SHIELDING INFORMATION
(Use additional pages, if necessary)
INSTRUCTIONS

1. Please provide a scale drawing of the facility, including construction material, and your calculations of the shielding
needed to assure compliance with AA.C. R12-1-408 and R12-1-416. The calculations shall meet the requirements -
specified in R12-1-603 (C)(2). For your assistance Regulatory Guide 11.5 is available to guide you in supplying these

items. You may wish to submit the consultant design report for the facility instead.,

2. Please provide the specific instructions including any restrictions provided to the equipment operators. Regulatory Guide

11.5 will assist you in completing this portion of the application.
3. Please note that R12-1-611 (B) and (C) requires each registrant to maintain for each particle accelerator:

1. Pleas
needs
requir

2. Pleas:
the eg

5 3 Please
: neces:

a.  Prior to initiating treatment, a radiation protection survey of the facility is made and the record retained. A copy must

be
provided to the Agency;
b. A record of the calibrations of the Unit;
¢. A record of the monthly spot checks must be maintained,

I

reqistrafion as authorized users of the particle accelerator. '

RETAIN A COPY FOR YOUR RECORDS
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Appendix A, Registration and Licensing Forms Continued

ARRAALIG
January 1996

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR INDUSTRIAL GAUGE OR ANALYTICAL X-RAY SOURCE OF RADIATION

fev {does NOT include Industrial Radiography)
FACILITY NAME REGISTRATION # (f available)
DATE
MACHINE INFORMATION
- : X-Ray Unit
Analytical Industrial Gauge This Machine is Mobile or Fixed Other
EQUIPMENT
—— MANUFACTURER / MODEL NO. SERIAL NO. MAX, KVP MAX. MA.  PHYSICAL LOCATION
- Control
Panel
© Rad
- Tube #1
~ Rad.
= Tube #2
= Rad.
2 Tube #3
ADDITIONAL SHIELBING INFORMATION
E (Use additional pages, if necessary)
& INSTRUCTIONS
1. Please provide a scale drawing of the facility, including construction material, and your calculations of the shielding
eldi E heeded to assure compliance with A.C.C. R12-1-408 and R12-1-416. The calculations should include the information
shielding - - required to assess the compliance with these regulations.
Jirements
ingthese = 2. Pplease provide the specific instructions or procedures including any restrictions, such as beam stop usage, provided to
the equipment operators.
ory Guide = .
. 3. Please note that R12-1-206 (C) requires the transferor provide each registrant with the supplies and x-ray equipment as
- necessary to comply with the requirements of the rules relating to the use of the equipment transferred.
copy must
stedonthe
: %
ber 11, 1993' ‘:: September 11, 1998 Page 2461 . Volume 4, Issue #37
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Appendix A. Registration and Licensing Forms Contirtred Ap|
ARRA-IR AR
January 1996 Januz
ARIZONA RADIATION REGULATORY AGENCY
ATTACHMENT TO ARRA-4 FOR AN INDUSTRIAL RADIOGRAPHY X-RAY SOURCE OF RADIATION (<1,000 kVp)
FACILITY NAME REGISTRATION # (if available) FAC
DATE
TYPE PROGRAM
Cabinet Fixed Mobile ;
MACHINE INFORMATION
Fioroscopic wfimage Intensifier Radiographic Other Be
EQUIPMENT _
MANUFACTURER / MODEL NO. SERIAL NO. MAX. KvP MAX.MA. PHYSICAL LOCATION';-ﬁi.f;
Control g
Panel
Rad. MANL
Tube #1
Rad. e
Tube #2 —
Rad.
Tube #3 —————
T ———e
e -
ADDITIONAL SHIELBING INFORMATION
{Use additional pages, if necessary)
INSTRUCTIONS
1. Pleas
1. Please provide a scale drawing of the facility, including construction material, and your calculations of the shielding assurn
needed to assure compliance with A.A.C. R12-1-408 and R12-1-4186. If for tempaorary locations, please provide a copy of - operai
your operating and emergency procedures which contain the information required by R12-1-522, Pleas
2. Please provide the specific instructions including any restrictions provided to the radiographers. Please
3. Please note that R12-1-534 requires each registrant to maintain for each industrial x-ray radiography site: a. Ace
a. A copy of the registration form; b. Ope
b. Operating and emergency procedures; C. Ager
c. Agency rules: d. Surv
d. Survey records as required by R12-1-533 along with dosimetry records; and e. The
e. The latest instrument calibration which indicates the applicability to the x-ray energies in use at the gite. Please

RETAIN A COPY FOR YOUR RECORDS
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Appendix A. Registration and Licensing Forms Continued

. ARRA-4PAR
L January 1986

ARIZONA RADIATION REGULATORY AGENCY

DI ATTACHMENT TO ARRA-4 FOR AN INDUSTRIAL RADIOGRAPHY X-RAY SOURCE OF RADIATION (21 Mev)

FACILITY NAME REGISTRATION # (if available)

DATE

CLASSIFICATION OF PERSONNEL IN CHARGE OF MACHINE

Health Physicist Radiographer Other

MACHINE INFORMATION

Betatron Cyclotron Van de Giaaff Graff Linear Other

This Machine is Mobile or Fixed

YCATION -~

EQUIPMENT

-' MANUFACTURER / MODEL NO. SERIAL NO. MAX. MVP MAX. MA. PHYSICAL LOCATION

ADDITIONAL REQUESTED SHIELBING INFORMATION

(Use additional pages, if necessary)
INSTRUCTIONS

Please provide a drawing of the facility, including construction material, and your calculations of the shielding needed to
: shielding . assure compliance with A.A.C. R12-1-408 and R12-1-418. If for temporary locations, please provide a copy of your
yacopyof .. operating and emergency procedures which contain the information required by R12-1-522,

| 5 Please provide the specific instructions including any restrictions provided to the radiographers.

Please note that R12-1-534 requires each registrant to maintain for each industrial x-ray radiography site:
a. A copy of the registration form;
. b. Operating and emergency procedures;
€ Agency rules: :
d. Survey records as required by R12-1-533 along with dosimetry records; and
e. The latest instrument calibration which indicates the applicability to the x-ray energies in use at the site.

Please provide the Radiation Safety Officer's name and his/her qualifications.
: RETAIN A COPY FOR YOUR RECORDS

September 11, 1998 Page 2463 . Volume 4, Issuc #37

b

Ber 11,1998




Arizona Adminisirative Register
Notices of Proposed Rulemaking

Appendix A. Registration and Licensing Forms Continued AR1

ARRAAPA
January 1956

ARIZONA RADIATION REGULATORY AGENCY

ATTACHMENT TO ARRA-4 FOR A PARTICLE ACCELERATOR SOURCE OF RADIATION (>1 Mev)

T¥

FACILITY NAME REGISTRATION # (i available)

®

Bgrs.

DATE

CLASSIFICATION OF PERSONNEL IN CHARGE OF MACHINE Riz
Radioa

Health Physicist Operator Other S A In

MACHINE INFORMATION . e

Betatron Cyclotron Van de Graaff Graff Linear QOther i
N . B ow

This Machine is Mobile ____ or Fixed : does

EQUIPMENT o

MANUFACTURER / MODEL NO. SERIAL NO. MAX. MVP MAX. MA, PHYSICAL LOCATION -

RH-—}—SQQ_}
A, Any pe
sueh p;
materia
alloy in
20th of
solution
B. Any per
such per
and unp
that, exe
son doe:
authorize
Any pers
thet-siuch

ADDITIONAL SHIEEBING INFORMATION
(Use additional pages, if necessary)
INSTRUCTIONS

1. Please provide a drawing of the facility, including construction material, and your calculations of the shielding needed to
assure compliance with A.A.C. R12-1-408 and R12-1-416. If for temporary locations, please provide a copy of your
operating and emergency procedures which contain the information required by R12-1-522.

Please provide the specific instructions including any restrictions provided to operators.

Please note that R12-1-1002 requires each registrant to maintain for each Particle Accelerator site:
a. A copy of the registration form;

b. Operating and emergency procedures,;

¢.  Agency rules.

@

I Any
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ARTICLE 3. HICENSING-OF RADIOACTIVE MATERIAL
LICENSING

C R-302 R12-1-301. Ownership, Control, or Transfer of

. Radioactive Material
‘A, In addition to the requirements of this Article, all licensees
are subject to the requirements of 12 A A.C.1, Article 1, Arti-
cle 4 and Article 10 efthese-Regulations. Licensees engaged
in industrial radiographic operations are subject to the
" yequirements of 12 A.AC 1, Article 5; and licensees using
. sealed—seurces radiogctive material in the healing arts are
" subject to the requirements of Astiele 6 12 A AC. 1, Article
7. licensees transporting radicactive material are subiect to
the requirements contained in 12 AAC 1. Article 15: of

these-Regulations.
i i = Notwithstanding any

other provisions of this Article, any person may own radioac-
tive material, provided that the ownershap_ sueh-ewnership
does not include the actual possession, custody, use or physi-
cal transfer of radioactive material or the manunfacture or pro-
duction of any article containing radioactive material without
the applicable certification. license or repistration usless
otebe b : |

. Autheritrte-transfor-possession-orcontrolby-the A manufac-

“turer, processor, or producer of any equipment, device, com-
modity, or other product containing source material or hy-
product material whose subsequent possession, use, transfer,

" or and disposal by all other persons is exempt are-exempted
from regulatory requirements may only obtain authority to

+. -, transfer possession or contzol of the material be-ebtained-ony
.o from the U.S. Nuclear Regulatory Commission, Washmgton,
D C 20555,

-_Rl—z-!-;% R12-1-302. Source Material; ; Exemptions

‘Az Any person is exempt from this Article 10 the extent the that
““such person receives, possesses, uses, or transfers source
. material in any chemical mixture, compound, solution, or
.. alloy in which the source material is by weight less than 1/
- 20th of 1 percent {0.05 percent) of the mixture, compound,
" solution, or alloy.

.+ Any person is exempt from this Article to the extent the that
. sueh person receives, possesses, uses, or transfers unrefined
- and unprocessed ore containing source material, provided
- that, exeept-as-suthorized-in-a-specifie-lieense; the sueh per-
- son does shell not refine or process the sueh ore_except as
Sl authorized in a specific license.

-Ci° - Any person is exempt from this Article if the to-the-extent
S that-sueh person receives, possesses, uses, or transfers:

1. Any quantities of thorium contained in:

; a. Incandescent ineandescent gas mantlesy;

b, Vacuum vaeuurs tubes;;

¢.  Welding welding rods;

ber 11, 1998'.
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d.  Eleciric eleetrte lamps for illuminating purposes
provided that each lamp does not contain more than
50 milligrams of thorium;

e. Germicidal gesmieidat lamps, sunlamps, and lamps
for outdoor or industrial lighting, provided that
gach lamp does not contain more than 2 grams of
thorium, s-ex

f.  Rare rare earth metals, and compounds, mixtures,
or -and products containing not more than 0.25 per-
cent by weight thorium, uranjum, or any combina-
tion of thorium and uranium or these;

g. Individual ipdividuel neutron dosimeters, provided
that each dosimeter does not contfain more than 5¢
milligrams of thorium;

Source material contained in the following products:

a. Glazed glazed ceramic tableware, provided that the
glaze contains not more than 20 percent by-weight
source material by weight,

b.  Glassware slassware, glass enamel and glass
enamel frit containing not more than 10 percent by
weight source material by weight, but not including
comumercially manufactured glass brick, pane
glass, ceramic tile or other glass, glass enamel or
ceramic used in constructiong; or

¢. Piezoelectric piezesleetsie ceramic containing not
more than 2 percent by-weight source material by
weight;

Photographic film, negatives, and prints containing ura-
nium or thorium;
Any finished product or part fabricated of, or contain-
ing, tungsten-thorium or magnesium-thorium atloys,
provided that the thorium content of the alloy does not
exceed 4 percent by weight and that the exernption con-
tained in this subsection does not #tem-shell net—be
deemed-te authorize the chemical, physical, or metallur-
gical treatment or processing of_the finished ens-such
product or part;

Uranium contained in counterweights installed in air-

craft, rockets, ‘projectiles, and missiles, or stored or han-

dled in connection with installation or removal of
counterweights such-eounterweights, provided that:

a.  The the counterweights are manufactured in accor-
dance with a specific license issued by the U.S.
Nuclear Regulatory Commission, authorizing dis-
tribution by the licensee according to pursuent-te
10 CFR Pasrt 405

b.  Each each counterweight has been impressed with
the following legend clearly legible through any
plating or other covering: “DEPLETED URA-
NIUM”;;

¢. Each each counterweight is durably and legibly
labeled or marked with the identification of the
manufacturer and the statement: “UNAUTHO-
RIZED ALTERATIONS PROMIBITED”; rand

d.  The the exemption contained in this item does not
shell-pot-be-deemed—to authorize the chemical,
physical, or metallurgical treatment or processing
of any sueh counterweights other than repair or res-
toration of any plating or other covering; and

e.  The requirements specified in RI2-+302.6.5-b:
And-e:_subsections (CI(5b) and (c) do not apply
to ﬁeeé—ﬂetwbe-—met—by counterweights manufac-
tared prior to December 31, 1869; provided, that

these counterweights sueh—counterweizhts are
impressed with the legend, “CAUTION -- RADIO-

Volume 4, Issue #37
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ACTIVE MATERIAL -- URANIUM-gs-previ-

Natural or depleted uranium metal used as shielding and
constifuting part of any shipping container; provided
that:

a. The the shipping container is conspicuously and
legibly impressed with the legend “CAUTION -
RADIOACTIVE SHIELDING -- URANIUM™,
and

b, The the uranium metal is encased in mild steel or
equally fire resistant metal with of minimum wall
thickness of 1/8 ene-eighth inch (3.2 mm).

Thorium contained in finished optical lenses, provided

that each lens does not contain mare than 30 percent by

weight of thorium by weight, and that the exemption
contained in this item does not shelt-net-be-deermed-to
authorize either

a. The the shaping, grinding, or polishing of a thori-
ated suek lens or manufacturing processes other
than the assembly of a thoriated lens sueh-lens into
optical systems and devices without any alteration
of the lens, or

b.  The the receipt, possession, use, or transfer of tho-
rium contained in contact lenses, erda spectacles,
or i the eyepieces of in binoculars or other optical
instruments;

Uranium contained in detector heads of fer-use-in fire

detection units, provided that each detector head con-

tains not more than 5 nanocuries (185 Bq) of uranium;
or

Thorium contained in any finished aircraft engine part

containing nickel-thoria alloy, provided that:

a. The the thorium is dispersed in the nickel-thoria
alloy in the form of finely divided thoria (thorium
dioxide), and

b.  The thorium content in the nickel-thoria alloy does
not exceed 4 pereent by weight.

D. The the exemptions in subsection (C) Ri2-+-362-C- do not
authorize the manufacture of any of the products described.

Ri2-1-304 RI12-1-303. Radioactive Material Other than
Source Materialy; Exemptions
A. Exempt concentrations

1.

Except as provided in Ri2-1-303-A-2 subsection
(AX2)., A ey person is exempt from this Article if the
to-the-extent-thet-such person receives, possesses, uses,
transfers or acquires products or materials containing
radioactive material in concentrations not in excess of
those listed in Exhibit Schedule-A.

A Ne person smey shall not intreduce radioactive mate-
rial into a product or material knowing or having reason
to believe that it will be transferred to persons exempt
under Ri2-1-303-A-t subsection (A)1) or equivalent
Reguiations of the U.S. Nuclear Regulatory Commis-
sion MREG or any Agreement State or Licensing State,
except in accordance with a specific license issued
under R12-1-311(A) Az o a the

general license prescribed provided in R12-1-320,

B. Exempt items

L

Volume 4, Issue #37

iel: Except
for persons who apply radioactive material to, or per
sons who incorporate radioactive material into the fol-
lowing products, 2 esy person is exempt from this
Chapter to the extent that he or she receives, possesses,
uses, transfers or acquires the following products:
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Timepieces, er hands, or dials containing not more

than the following specified quantities of material

and not exceeding the following specified levels of
radiation:

1. 925 MBq (25 millicuries)}525-M-Bg) of tri-
tium per timepiece,

il. 1835 MBq (5 millicurieg}-{+85-M-Bg) of tri-
tium per hand,

iii. 555 MBq (15 millicuries)}4555-M-Be) of tri-
tium per dial (bezels when used are shall-be
considered &s part of the dial),

iv. 3.7 MBqg (100 microcuriesy3-7M-Bg} of
promethium-147 per watch or 7.4 MBq (200
microcuries)(F4-M-Bg} of promethium-147
per any other timepiece,

v. 740 kBqg (20 microcuriesy{746—-Bg) of
promethium-147 per watch hand or 1.48 MBq
{40 microcuries}-+48-M-Bg) of promethinm-
147 per other timepiece hand,

vi. Z2.22MBg (60 microcuries}-222-M-Ba} of
promethium-147 per watch dial or 4.44 MBg

{120 microcuries}-{4-44+-M-Beg} of prometh-

tum-147 per other timepiece dial (bezels when

used are shal-be considered es part of the
dial),

vil. The levels of radiation from hands and diais
containing promethiom-147 shall il not
exceed, when measured through 50 milli-
grams per square centimeter of absorber:

(1) For wrist watches, 1.0 uGy (0.1 millirad)
per hour-{-0-u-Gy/hs} at 10 centimeters
from any surface of the watch

(2) For pocket watches, 1.0 _uGy (0.1 mil-
tirad) per hour—(H0-8-Gwhs) at 1 centi-
meter from any surface,

(3) For any other timepiece, 2.0 uGy (0.2
millirad) per hour{2-6-u-Gyf) at 10
centimeters from any surface,

viii. 37 kBg (1 Ose microcurie}37—k—Bg) of
radium-226 in time pieces manufactured prior
to October 1, 1978;

Lock illuminators containing not more than 335

MRBgq (15 millicuries)£#55-M-Bg} of tritium or not

more than 74 MBq (2 millicuries) (M4-M-Beg) of

promethium-147 installed in automobile locks. The
levels of radiation from each lock illuminator con-

taining promethium-147 shall wil not exceed 10

uGy (1 millirad) per hour (H6-u-Gwhe) at 1 centi-

meter from any surface when measured through 50

milligrams per square centimeter of absorber;

Balances of precision containing not more than 37

Mbg (I millicurie} G3F-M-Be} of tritium per bal-

ance or not more than 18.5 MBg (0.5 millicurie)

85 MBe) of tritium per balance part;

Automobile shift quadrants containing not more

than 9235 MBg (25 millicuries){925-MBag} of tri-

tium;

Marine compasses containing not more than 27,75

GBq (750 millicuries) 2%75-G-Be) of tritium gas

and other maring navigational instruments contain-

ing not more than 9.25 GRBq (250 millicuriesy {925

&-Bgj of tritium gas;

Thermostat dials and pointers c8ntaining not more

than 925 MBq (25 millicuries}925-M-Be) of tri-

tium per thermostat;
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g. Electron tubes: Provided that each tube does not
contain more than one of the following specified
quantltles of radioactive material:

. 3.35GBg(is0 mﬂl:curles)—(é—s&G-Bq) of iri-
tium per microwave receiver protector tube or
370 MBq (10 millicuries}{370-M-B«) of tri-
tium per any other electron tube;

il. 37 kBg (1 microcurie}3+kBe) of cobalt 60;

iii. 185 kBq (5 microcuriesHI835-1-B4q) of nickel

iv. 111 _MBg (30 microcuries)-3-1-M-Bgy of
krypton 85;

v. 185 kBq {5 microcuriesH1851B4g) of cesium
137,

vi, 1.11 MBg (30 microcuries)--3H-M-Beg) of
promethium-147,

And provided further, that the level of radiation due to
radioactive material contained in each electron tube
does not exceed 10 pGy {1 millirad} per hourH36-+-Gv)
at 1 centimeter from any surface when measured
through 7 milligrams per square centimeter of absorber,
The term "electron tubes" includes spark gap tubes,
power tubes, gas tubes, including glow lamps, receiving
tubes, microwave fubes, indicator tubes, pick-up tubes,
radiation detection tubes, and any other completely
sealed tube that is designed to conduct or control electri-
cal current.

h. Ionizing rediation measuring instruments contain-
ing, for purposes of internal calibration or stan-
dardization, one or more sources of radioactive
material provided that:

i, Each source contains no more than 1 exempt
quantity set forth in Exhibit Schedule B of this
Article, and

ii. Each instrument contains no more than ten
exempt quantities. For the purposes of this
Paragraph, an instrument’s source(s) may con-
tain either one type or different types of radio-
nuclide and an individual exempt quantity
may be cornposed of fractional parts of one or
more of the exempt guantities in Exhibit
Schedule B of this Article, provided the sum

of the fractions do thet-sum-of such-fractions
shal not exceed unity.

iii. For the purposes of this subsection (BY(1)(h)
Poragraph only, 185 kBq (50 nanocurie}4385
Bg of americium-241 is considered an
exempt quantity under Exhibit Sehedule B of
this Article,

iv. Spark gap irradiators containing not more than
37 kBq (1 microcuric) 7B} of cobalt-60
pet spark gap irradiator for use in electrically
ignited fuel oil bumers having a firing rate of
at least 3 gallons per hour (11.4 liters/hr or
0.0114 m°/hr).

Resins containing scandium-46 and designed for sand

consolidation in oil wells. A Asy person is exempt from

this Chapter if the te—the—extent—that—such person
receives, possesses, uses, transfers or acquires synthetic
plastic resins containing scandium 46 which are
designed for sand consolidation in oil wells, The

deseribed Sueh resins shall have been manufactured or

imported according 1o 3 in-neeordenee~with-g specific
license issued by the U.S. Nuclear Regulatory Commis-
sien, or shall have-been manufactured according to in
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aceordanee—with the specifications contained in 2 spe-

cific license issued by the Agency or any Agreement

State to the manufacturer of the described sueh resins

according to pursuant-te licensing requirements equiva-

lent to those in 10 CFR 32,16 and 10 CFR 32.17 of the
1.8, Sections 32:.16-and 3217 or-16-CFRPart-32-of the
Regulations—-of-the-Nuclear Regulatory Commission.
This exemption does not authorize the manufacture of
any resins containing scandium-46.
Self-luminous products
2. Selfluminous-products—containing—tritivm Jeyp-
ton-S5—er—promethivrm-147 Except for persons
who manufacture, process, or produce seif-lumi-
nous products containing tritium, krypton-83, or
promethium-147, 2 esy person is exempt from this
Chapter if the te—the—extent—thet——such person
receives, possesses, uses, transfers or acquires tri-
tium, krypton-85 or promethium-147 in self-lumi-
nous products manufactured, processed, produced,
imported, or transferred under a rnecordonce-with
& specific license issued by the U.S. Nuclear Regu-
latory Commmission and_described in pursuant—to
Seetien32:22-of 10 CFR Part 32,22, and the whieh
license authorizes the transfer of the preducts to
persoens who are exempt from regulatory require-
ments. This exemption does not apply to tritium,
krypton-85, or promethivm-147 used in products
for frivolous purposes or in toys or adornments.

b. A Redium-226-Any person is exempt from this
Chapter if the to—the—exteni—that—such person
receives, possesses, uses, or transfers articles con-
taining less than 3,7 kBqg (100 nanocuries¥3-7k
Bep of radium-226, which were manufactured prior
to October 1, 1978,

Gas and aerosol detectors containing radioactive mate-
riat

a. Except for persons who manufacture, process, or
produce gas and aerosol detectors containing radio-
active material, 2 eny person is exempt from this
Chapter if the te—the—extent-that-such person
receives, possesses, uses, transfers, or acquires
radioactive material in gas and aerosol detectors
designed to protect life or property from fires and
airborne hazards, provided that detectors contain-
ing radioactive material shall be have-beer manu-
factured, imported, or transferred according to 3 in
aecordanee~with-a specific license issued by the
U.S. Nuclear Regulatory Commission and
described in pursuant-to-Sestion-32.26-of 10 CFR
Part 32,26, or equivalent regulations of an Agree-
ment or Licensing Stats,_and the license which
authorizes the transfer of the detectors to persons
who are exempt from regulatory requirements.

b.  Gas and aerosol detectors previously manufactured

and distributed to general licensees in accordance
with a specific license issued by an Agreement
State are shell-be-considered exempt under RI2-1-
203.B-4a: subsection (BY4)a), provided that the
device is labeled in accordance with the specific
license authorizing distribution of the general
licensed device, and provided—further that the
detectors they meet the requifements of RI12-1-
311C).

C. Exempt quantities
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1. Except as provided in RI2-1-303-C-2-and-3: subsec:
tions (C)(2) and (3), a ey person is exempt from these
rules if the Regulntions-to-the-extent-that-such person
receives, possesses, uses, transfers or acquires radioac-
tive material in individua! quantities each of which does
not exceed the applicable quantity set forth in Exhibit
Schedule B of this Article.

2. This subsection Subsection-RI2-1-303:C- does not
authorize the production, packaging, or repackaging of
radioactive material for purposes of commercial distri-
bution, or the incorporation of radioactive material into
products intended for conumercial distribution.

3. Except as specified in subsection 5Y(b). & Ne
person sy shall not, for purposes of commercial distri-
bution, transfer radioactive material in the individual
quantities set forth in Exhibit Schedute B_of this Article,
knowing or having Teason to believe the described that
such quantities of radieactive material will be trans-
ferred to persons exempt under R12-4-303.C- subsection
{C) or equivalent Regulations of the U.8. Nuclear Regu-
latory Commission or any Agreement State or Licensing
State. A person may take actions in subsection (CY3)(a)
under 3 - : i specific license
issued by the U.S. Nuclear Regulatory Commission
under W—Seetm&%-ﬁf 10 CFR Bast 32.18,
or by the Agency according to pussudat—io Ri2-1-
3114B:) which ¥icense states that the radioactive mate-
rial may be transferred by the licensee to persons
exempt under Ri2-1-363:C- this subsection or the
equivalent Regulations of the U.S. Nuclear Regulatory
Commission or any Agreement State or Licensing State.

Ri2-1-305 R12-1-304. Pypes-of Licenses Types
Licenses for radioactive materials are of 2 £we types: general and
specific.

1. Fora general license, no application is required and no
licensing document is issued. The Agency may require
that a _person file a certificate for a particular general
license. The licensee is subject to all other applicable
portions of this Chapter and any limitations of the gen-

G YT cdod in-thi el

eral license.

e s ot applications it

of the-general-license:

2. Foraspecific license. a person submits an application to
the Agency. The Agency issugs a license if the person
satisfies all of the requiremsnts for a license. The lic-
gnsee is subject to all applicable portions of this Chapter
and any limitations contained in the licensing document.
Secifioli ol el : ™

R12.3-306 R12-1-305. General License Frdeenses —Source

Material

A. This subsection establishes g A general license is—hereby
issued authorizing use and transfer of not more than 6.8 kg
(15 pounds)-£6-8-ke} of source material at any one time, for
use—in research, development, educational, commercial or
operational purposes, by persons in the following categeries:
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commercial and industrial firms, research, educational and
medical institutions, and State and local government agen-
cies; end provided that the person proceeding under r#hatne
such-pessen-shets—pursuant-to this general license, receives
seceive no more than atetal-of 68.2 ke (150 pounds)}-(6&:2
ke) of source material in any one calendar year.

B. Persans who receive, possess, use, of transfer source material
under pussuent-to the general license issued in RI2-3-305-A
subsection (A) are exempt from the provisions of 12 AAC.
1, Article 4 and Article 10, efhis-Chapter provided the te-the
extent-that sueh receipt, possession, use, or transfer i within
the terms of the such general license; provided; however, this
shell—pot-be-deemed-o-apply-to-any-such-persen who is also
in possession of source material under a specific license
issued under pussuentte this Article pest.

C. Depleted uranium in industrial products and devices.

1. This subsection establishes a /4 general license ts-hereby
issued to receive, acquire, possess, use or transfer, in

and-5- depleted uranium contained in industrial produ’cts
or devices for the purpose of providing a concentrated
mass in a small volume of the product or device.

2. The general license in R12-1-3065:C-1 subsection (CY(1)
applies only to industrial products or devices which
have been manufactured yunder a either-in-aceordanee
with-a-specific license governed by jssued-to-the-manu-
factures-of-the-products-or-deviees-pursuant-to R12-1-
311{M:), or in-sceerdance-with a specific license issued
so~the-manufaetarer by the U.S. Nuclear Repulatory
Commission of an Agreement State authorizing which
authesizes manufacture of the products or devices for
distribution to persons generally licensed by the U.S.
Nuclear Regulatory Commission or an Agreement State,

3. Depieted uranium
a. Persons who receive, acquire, possess, OF use

depleted utanium under pursuent—ie the general
license established by Ri2-+-363:E-1 subsection
(C)(1) shall file ARRA 23 #3 “Registration Certifi-
cate -- Use of Depleted Uranium Under General
License”, with the Agency. The form, requesting
the information in Exhibit E. shall be submitted
within 30 days after the first receipt or acquisition
of the such depleted uranium. The general licensee
registration shall fumish on AREA 23 ARRA3
the following information.

i, Name. telephone number, pame and address
of the general licensee registrant;

ii. Location of use;

ili#-A & statement that the general licensee regis-
trant has developed and will maintain proce-
dures designed to establish physical control
over the depleted uranium described in Rid2-3~
305:C-+ subsection (CY(1) and designed to
prevent transfer of the suek depleted uraninm
in any form, including metal scrap, to persons
not authorized to receive the depleted ura-
nium; and

ivi##Name neme or title (or both), address, and
telephone number of the individual duly
authorized to act for and on behalf of the reg-
istrant in supervising the procedures identified
in Ri2-1-305-C-3a- subsection (CY 3.

b. The general ficensee registrant-possessing or using
depleted uranium under the general license estab-
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lished by Ri2-1-305.C1- subsection (C)(1) shall
report in writing to the Agency any changes in
information grigw fummhed on on_by-him—in
ARRA 23
Bepleted-Urenium-Under-General-Ficense?, The
report shall be submitted within 30 days after the
effective date of the described sueh change.

4. A person who receives, acquires, possesses, or uses
depleted uranium under pursuent-te the general license
established by R12-1-365:63- subsection (CY(1):

a.  Shall not introduce the sseh depleted uranium, in
any form, into a chemical, physical, or metallurgi-
cal treatment or process, except a treatment or pro-
cess for repair or restoration of any plating or other
covering of the depleted uranium;

b.  Shall not abandon the sueh depleted uranium;

¢. Shall transfer the i depleted ura-

nium as preseribed in R12-1-318. enlyv-by-transfer

the—-ease~where If the transferee receives the
depleted uranium under pusswent—o the general
license established by R32-1-385.C:1: subsection
{C)Y(1), the transferor shall furnish the transferee
with a copy of this rule regutetion and a copy of the
registration certificate. ARRA—I3—In—the—ease
where If the transferee receives the depleted ura-
nium under pursiant-te a general license governed
by a regulation of-centained-in the U.S. Nuclear
Regulatory Commission's or Agreement State's
regulation that is equivalent to RI12-1-385::1 sub-
section (C)(1), the transferor shall furnish the trans-
ferce a copy of this pulg regulation and a copy of
the registration certificate ARRA-13, accompanied
by a letter nete explaining that use of the product or
device is regulated by the U.S. Nuclear chulatory
Commission or Agreement State under require-
ments substantially similar to the-same-as those in
this rule regulation;

d.  Within 30 days of any transfer, shall report in writ-
ing to the Agency the name and address of the per-
son receiving the depleted uranium purseantte
such-transfer; and

¢.  Shall not export the sueh depleted uranium except
under in-accordanee—with-a license issued by the
U.S. Nuclear Regulatory Comumission_in pursuant
te 10 CFR Bast 110.

5. Any person receiving, acquiring, possessing, using, or
transferring depleted uranium according 1o pasuantte
the general license established by R12-3-305.6% sub-
section (C)(1) is exempt from the requirements of 12
AAC 1. Articles 4 and 10 ef-these-Repulations with
respect to the depleted uranium covered by that general
license.

_RJMMRI%IGGG General License Heenses — Radioactive
'Material Other Than Source Material

‘A.. This subsection establishes a Ge&&iﬁ—éeﬁee&aﬂd-eqmpmeﬁt-
# general license is issued to transfer, receive, acquire, pos-
sess, and use radioactive material incorporated in the follow-
ing devices or equipment which have been manufactured,
.. tested and labeled by the manufacturer according to in-aceor
- danee-with a specific license issued to the manufacturer by
~. the U.S. Nuclear Regulatory Commission under 10 CFR 31,3
. pursuant-to-Seetion-313-of 10-CFR-Part-3+. This peneral
-+ license i3 subject to the provisions of 12 A.A.C. 1, Articles 1,

4,10 and 12 ofthis-Chepter-sad-gectiens Sections R12-1-
eptember 11, 1998
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303-A2:{AXD), RI12-1-313, RI12-1-318, R12-1-319, and

R12-1-321, of-this-Asztlele and AR.S. §§ 30-654(B)(13) 30-

654:8-13, 30-657(A) and (B} 30-657-end-B, 30-681, and

30-685 through 30-68%-efthe-Aet.

1. Static elimination device. Devices designed for use as
static eliminators which contadin, as a sealed source or
sources, radioactive material consisting of a total of not
more than 18.5 MBq (500 microcuries}£18-5-M-Bg) of
polonium-210 per device.

2. Ion generating tube. Devices designed for ionization of
air which contain, as a sealed source or sources, radioac-
tive material consisting of a total of not more than 18,5
MBgq {500 microcuries - of polonium-210
per device or a total of not mote than 1.85 GBq (50 mil-
licuries}1-86-G-Be) of hydrogen-3 (tritium) per device.

B. Certain measuring, gauging or controlling devices

t.  This_subsection establishes for A—peneral-Heense—is
hereby-issued-to commercial and industrial firms; endte
research, educational and medical institutions;; individ-
uals for conducting in-the-cenduct-oftheir businessy; and
State or local government agencies to receive, acquire,
possess, use or transfer radioactive material according to
in-secerdanee-with the provisions of R42-1-306B-2:-3-
and-4: subsections (BY2). (3), and (4)_, radicnctive
material; excluding special nuclear material, contained
in devices designed and manufactured for the purpose of
detecting, measuring, gauging or controlling thickness,
density, level, interface location, radiation, leakage, or
qualitative or quantitative chemical composition, or for
producing Hght or an fonized atmosphere.

2. The general license in RI2-3-306:8-1- subsection (B)(1)
applies only to radicactive material contained in devices
which have been manufactured and labeled 2 __g:g_o_z;tig_igt_
in-aesordanee-with-the specifications contained in a spe-
cific license issued by the Agency nnder pussuant-io
R12-1-311=3:(D) or in accordance with the specifica-
tions contaired in a specific license issued by the U.S.
Nuclear Regulatory Commission or an Agreement State
which authorizes distribution of devices to persons gen-
erally licensed by the NRC or an Agreement State, Reg-
ulations promuleated under the Federal Food, Drug, and
Cosmetic Act, authorizing the use of radioactive control
devices in food production require certain additional
labeling prescribed in 21 CFR 179.21. thercon-which-is
found-in-Seeton-1702L-of the-Code-of Federal-Regula-

3. Any person who owns, receives, acquires, possesses,
uses, or transfers radioactive material in a device
according to pursusnt-to the general Hoense in Rzt
3{»}6-}3"1” subsection (B)(1) :

Shall shell assure that all labels are affixed to the
device at the time of receipt, gach and bearing a
statemnent that removal of the label is prohibited,
maintain the labels are-meintained on_the device
thereon and shall comply with all instructions and
precautions provided by on the such labels;

b.  Shall shalt assure that the device is tested for icak-
age of radioactive material and proper operation of
the actuation es-off mechanism and indicator, if
any, at no onger than gix-month intervals or the
intervals at-such-other-fntervals-as-are specified on
in the label; however;

i.  Devices deviees containing only krypton need
not be tested for leakage of radioactive mate-
rial, and
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i, Devices deviees containing only tritium or not
more than 3.7 MBg (100 microcuries)-{3-7M
Be) of other beta or endfer gamma emitting
material or 370 kBg {10 microcuries}{376-k
Bg) of alpha emitting material; _and end
ovices holdd = she-orisinaLshippi

: . ol instaliat :

be-tested-for-any-pHrpose;

jii. Devices held in storage in the original ship-
ping contajner prigr to initial instailation need
not be tested for any purpose,

¢. Shall sheil assure that the tests required by Ri2-t
306.B-3-b: subsection (BY3)(b). and other testing,
installation, servicing, and removal from installa-
tion involving shielding, containment of the radio-
active material, L jaldd
centainment; are performed:

i, According to-in-aecerdance-with the instruc-
tions on any labe] provided-by-the-Jabels, or

ii. By by aperson holding a specific license from
the Agency, the NRC, or an Agreement State
or Licensing State to perform the spegified
sueh activities;

d Shall shel maintain records showing compliance
with the requirements of R12-1.-306:-8-3-b- subsec-
tions (BY(3)(b) and (). and-Ri2-1.306B3: The
records shall show the results of tests. The records
also shall show the dates of performance of, and
the names of persons performing, testing, installa-
tion, servicing, and removal from shielding, con-

tainment, _or tadipactive material. instelation

containment- Records of tests for leakage of radio-
active materizl required by RIZ-+-306:83:b: sub-
section(B)3)(b) shall be meintained for 1 year
after the next required leak test is performed or
until the sealed source is digposed of or transferred
or-dispesed-of. Records of tests of the actuator enf
off mechanism and indicator required by Riz-t-
306.B-3-b- subgection (B)(3)(b) shall be maintained
for 1 year after the next required test of the actuator
enfoff mechanism and indicator is performed or
until the sealed source is disposed of or transferred
erdispased-of. Records which are required by Ri2-
1306 B.3-¢: subsection (B}3)(c) shall be main-
tained for e-pesied-of 2 years from the date of the
recorded event or until the device is disposed of or

e. Upon faiture ef-ex damage
te, or any indication of & possible failure of or dam-
age of toy-the shielding toneth i

or the actuation en-off mechanism or indicator, or
upon the detection of 185 Bq (5 nanocurie}-(385
Bg) or more removable radioactive raaterial, shall
immediately suspend operation of the device until
it has been repaired by the manufacturer or other
person holding a specific license from the Agency,
the NRC or an Agreement State or Licensing State
to repair the device sueh-deviees, or disposed of by
sransfer to a person authorized by 2 speeific Hoense
to receive the radioactive material contained in the
device and, within 30 days, furnish to the Agency a
report containing a brief description of the event
and the remedial action taken;
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g.

Shall shelt not abandon the device containing
radioactive material;
Except except as provided in Ri24-306B:3h:
subsection (B)(3)(h), shall transfer or dispose of
the device containing radioactive material only by
transfer to a specific licensee of the Agency, the
NRC, or an Agreement State or Licensing State
whose specific license authorizes the receipt of the
device and. within 30 days after transfer efa-device
to-a-speeifie lieensee-shalt furnish te-the-Ageney a
report to the Agency identifving eontaimng-identi-
fieation-of the device by mamufacturer's name and
model number and the name and address of the per-
son receiving the device. No report is required if
the device is transferred to the specific licensee in
order to obtain a replacement device;

Shal} shall transfer the device to another general

licensee only:

i, Ifwhere the device remnains in use at a particu-
lar location. The Lrsuch-ecase-the transferor
shall give the transferse a copy of this rule

ien and any safety documents identi-
fied on in the label en the device and within
30 days after of the transfer, report to the
Agency the manufacturer's name, the and
model number of the device transferred, and
the name and address of the transferee, and
the name or position or both of a contact per-
son_for the Agency as—individual-who-meay

- : : , ;

Ageney-and-the-fransferce; or
ii. Where where the device is held in storage in
the original shipping container at its intended
location of use prior to initial use by a general
licensee;
Shall shalt comply with the provisions of Ri2-1-
423 R12-1-443 and R12-1-444 for reporting radia-
tion incidents, theft, or loss of licensed material,
but is shell-be exempt from the other requirements
of 12 A.A.C. 1. Articles 4 and 10.

The general license in Ra32-+-366:B-k subsection (B)(1)

fioes not authorize the manufacture of devices contain-
ing radioactive material,

The general license provided in RI2-+-306:B-1= subsec-

tion. (BY1) is subject to the provisions of 12 ALAC. 1

Articles 1, 3, 12, and 15-of-this-Chapter; and ARS.§§
30-@54(531(()1 3; ) 30-6584:-8-13, 30-657 (A) and (BR) 36-657
: A-and B, 30-681, and 30-685 through 30-689 efthe-Aet.
transferred or-disposed-of; C. Luminous safety devices for aircraft

1. This subsection establishes 2 # general license shall be

s A 3 el >
tium or promethium-147 contained in luminous safety

issued for the receipt, acquisition, possession, and use of

tri-

devices for use in aircraft, provided:

a.

Each eaeh device contains not more than 370 GBq
(10 curies}4370-G-Bep) of tritium or 11.1 GBq (300
millicuries4H-31-6-Be) of promethium-147; and

Each eaeh device has been manufactured, assem-
bled or imported according to 3 in-secordance-with
a specific license issued by the U.S. Nuclear Regu-
latory Commission, or each device has been manu-
factured or assembled according to ir-aecordance
with the specifications contained in 2 specific
license issued by the Agency or any Agreement
State or Licensing State to the manufacturer or
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assemnbler of the such device according to 0 pursuant
to licensing requirements equivalent to those in
10CER 32.53 Seetion-32-53-0£-10-CFR32-of the
Regulations-of the U-S-Nuclear Regulatory Com-
Persons who receive, acquire, possess, or use luminous
safety devices according to pursuent—te the peneral
license in RI2-1-366-€-}- subsection (CY(1) are exempt
from the requirements of 12 A, A.C. 1. Article 4 and
Article 10 except that they shall comply with the provi-
sions of 423 R12-1-443 and R12-1-444.
This general license does not authorize the manufacture,
assembly, or repair of luminous safety devices contain-
ing fritium or promethium-147.
This general license does not authotize the ownership,
receipt, acquisition, possession or use of radioactive
materials contained in instrument dials.
This general license is subject to the provisions of 12
AACIT, Articles 1, 3, 12, and 15

of-this-Chepter, an
ARS.§8 0—654{5}(13], 30-657(A), 30-657(B) 39»
654 B-43,--30-65TA30-6571,

30-681, and 30-685
through 30-689 of the Act.

D. Calibration and reference sources

L
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This subsection_gstablishes a 4 general license for is

hereby——rssaed—te those persons listed below to receive,
acquire, possess, use, and transfer, according to im

aceardance-with the provisions of R12-1-366.D:4--and

% subgections (DYW4) and (5), americium-241 in the

form of calibration or reference sources:

a.  Any person who holds a specific license issued by
the Agency which authorizes the receipt, posses-
sion, use and transfer of radicactive material; and

b.  Any person who holds a specific license issued by
the .8, Nuclear Regulatory Commission which
authorizes the receipt, possession, use and trapsfer
of special nuclear material.

This subsection establishes g A general license for own-

ership, receipt, Qossesston, use and transfer of is-hereby
p]uto-
nivm in the form of cahbrat:on or reference sources,

3 to any person who holds a specific license :ssueci by
the Agency authorizing receipt, possession which-anthe-
ﬁ%e&%m’e&-reeewe;-pessess nse, and transfer of radio-
active material.
This subsection establishes a A general license is-hereby
issued to receive, possess, use and transfer radium-226
in the form of cahbratmn or reference sources, in-gecer
- 10
any person who holds a specific hcense ;ssued by the
Agency authorizing which-suthorizes-the receipt, pos-
session, use and transfer of radioactive material,
The general licenses in R42-3-306:D-2-and-3: sub-
sections {DY(1).(2), and (3) apply enly to calibration or

reference  sources which have been manufactured
according to in-seeerdance-with-the specifications con-
tained in a specific license issued to the manufacturer or
importer of the sources by the U.S. Nuclear Regulatory

Commission in pussusnt-te-Seetion32:37of 10 CFR
Part 32.57 or Section76:39-0F10 CFR Rart-70.39. The

general license also apply to calibration or reference
sources oF which have been manufactured accordmg to
ir-aecordanee-with the specifications contained in a spe-
cific license issued to the manufacturer by the Agency
or any Agreement State or Licensing State according to
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pursuant-to licensing reguirements equivalent to those
¢ontained in Seetion32-57-o£10 CFR Rast 32,57 or See-

Hon70:30-of 10 CFR Part 70,39, ofthe-Regulationsof
the-tFSMuclenr Regulatorm-Cemmission:

The general licenses provided in Rt2-1-306D4rr-2and

3= Subsections (D)(1). {2), and (3) are subject to the pro-

visions of 12 A.A.C. 1 Articles 1, 3, 4, 10, 12, and 15 of

this-Chapter and ARS, §§3 0«654{3]113}, 30-657(A),

30:-657(B} 36-654-BA3-36-657A30-652B, 30-681,

and 30-685 through 30-689 ef-the-Aet. In addition, per-

sons who own, receive, acquire, possess, use, or transfer
one or more calibration or reference sources according

1o pursaant to these general licenses:

a.  Shall shal} not possess at any one time, at any loca-
tion of storage or use, more than 185 kBq (5 micro-
curies)—(+85—k--Ba) of americium-241, 5
mierecuries—of plutonium or and Mereemes
€185-k-Bey-of radium-226 in calibration or refor-
ence ealibeation-and-sueh sources;

b.  Shall shall not receive, possess, use, or transfer a
calibration or reference suek source unless the
source, or the storage container, bears a label which
includes one of the following statements statement
or a substantially similar statement which contains
the information called for in one of the following
statements%appfepﬁete
i The receipt, possession, use and transfer of

this source, Model _____, Serial No.

are subject to a general license and the regula-
tions of the U.8. Nuclear Regulatory Commis-
sion or of a State with which the Commission
has entered into an agreement for the exercise
of regulatory authority. Do not remove this
label.

CAUTION -- RADICACTIVE MATERIAL -
- THIS SOURCE CONTAINS (name of the
appropriate material} -- DO NOT TOUCH
RADIOACTIVE PORTION OF THIS
SOURCE.

Name of manufacturer

or importer

ii. The receipt, possession, use and transfer of
this source, Model ___, Serial No.
are subjectto a general license and the rcgula~
tions of any Licensing State. Do not remove
this label.
CAUTION -- RADIOACTIVE MATERIAL, -
- THIS SOURCE CONTAINS RADIUM-
226. DO NOT TOUCH RADIOACTIVE
PORTION OF THIS SQURCE.

Name of manufacturer or importer

¢.  Shall shell not transfer, abandon, or dispose of &
calibration or reference sueh source except by
transfer t0 a person authorized by a license from
the Agency, the U.S. Nuclear Regulatory Commis-
sion, an Agresment State or 2 Licensing State to
receive the source;

d. Shall shall store a calibration or reference sueh
source, except when the source ¥ being used, in a
closed container adequately designed and con-
structed to contain americium-241, plutonium, or
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radium-226 which might otherwise escape during 2 NB—WMWW&H&RS{&E

storage; and radiopetive—material—pussuant—to—the—general-teonse
¢.  Shall shalt not use a _calibration or reference sueh esteblished-by-RI2-1-306E—until-the-physician-has
source for any purpose other than the calibration of filed-ARRA-5;-"Certifiente—Niedieal Use-of Radione-
radiation detectors or the standardization of other tve-Maoterial-Under-General-License™with-the-Ageney
sources. grd-reeeive -the-Ageney—a-vatidated-cop he

6. These general licenses do not authorize the manufacture
of calibration or reference sources containing ameri-
chum-241, plutonium, or radium-226.

E. Medical diagnostic uses

Receipt, possession. use, transfer, ownership or acquisition of car-

hon-14 urea capsules containing 1 microcurie of carbon-14 urea b A-sintement-that-the-generally-licensed physielamis

for “in vivo” human diagnostic use: § iei i i
1. Except as provided in subsections (E)(2) and (3). a phy-

sician is exempt from the requirements for a specific

license provided that each carbon-14 urea capsule for

“In.vivo” diagnostic use contains no more than 1 micro-

curie.

Any physician who desires to use the capsnles for

research involving human subjects shall obtain a spe-

cific license issued according to the specific licenging 3

requirements in this Article.

Any physician who desires to_manufacture, prepare,

process, produce, packape. tepackase. or transfer for

commercial distribution carbon-14 urea capsules shall

obtain_a specific license from the Apencv, issued

according to the requirements in 10 CFR 32, 1998 Edi-

tion. published January 1, 1998, incorporated by refer- L 200microcuries{3-7M Ba)efiodine131

gnee and on file with the Acency and the Qffice of . . , ) . ’

Secretary of State. This incorporation by reference con- e §

tains no future editions or amendments. . ;

Nothing in this subsection relieves physicians from s ' ; 5

complying with applicable FDA and other federal and ¥ Smieroeuries {185 Bg)of eobalt-60-end

state requirements governing receipt, administration. ¥ : H

and use of drugs. : ied i i

L Y is-heseby i ; besied

{2

o

=

|

: %
F. General license for use of radioactive material for certain in
vitro clinical or laboratory testing
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This subsection establishes a A genera] license for is

hereby—issued-te any physician, clinical laboratory or

hospital to receive, acquire, possess, transfer or use, for
any of the following stated tests, :

isi e = the fol-
lowing radioactive materials in prepackaged units:

a.  lodine-125, in units not exceeding 370 kBq (10
microcuriesH378-%-Bq} each for use in in vitro ia-
witre clinical or laboratory tests not involving inter-
nal or external administration of radioactive mate-
rial, or the radiation from such materials therefrom,
to human beings or animals.

b.  Todine-131, in units not exceeding 370 kBg (10
microcuriesH376-k- B4} each for use in in vitro in-
witro clinical or laboratory tests not involving inter-
nal or external administration of radioactive mate-
rial, or the radiation from such material therefrosm,
to human beings or animals.

c. Carbon-14, in units not exceeding 370 kBq (10
microcuries)}{376-4Bq) each for use in in vitrg in-
witro clinical or laboratory tests not involving inter-
nal or external administration of radioactive mate-
rial, or the radiation from such materials therefrom,
to human beings or animals.

d.  Hydrogen-3 (tritium), in units not exceeding 1,85
MBq (50 microcuries}-£+-85-24-Beq) each for use in
in vitrg #m-vitre clinical or laboratory tests not
involving internal or external administration of
radioactive material, or the radiation from such
materigls therefrom, to human beings or animals,

e.  Iron-59, in units not exceeding 740 kBq (20 micro-
curies}H7P40-dBe) each for use in in_vitro in-vike
clinical or laboratory tests not involving internal or
external administration of radioactive material, or
the radiation from such material therefrom, to
human beings or animals.

f. Cobalt-57, in units not exceeding 370 kBqg (10
microcuriesH370--Bg) each for use in in vitro in-
w#ze clinical or laboratory tests not involving inter-
nal or external administration of radioactive mate-
rial, or the radiation from such material therefrom,
to human beings or animals.

g.  Mock iodine-125 reference or calibration sources,
in units not exceeding 1.85 kBq (50 nanocurie)
€854-Be) of iodine-129 and 185 Bq (5 nanocurie)
£185-Bep of americium-241 each, for use in in vitro
ip-vitre clinical or laboratory tests not involving
internal or external administration of radioactive
material, or the radiation from such material there-
#romm, to human beings or animals,

A Ne person shall_not acquire, receive, pOSssess, use or

transfer radioactive material according 1o pussuantte the

general license established by RI2-1-306F-1 subsec-
tion (EM1) until the person has filed ARRA-9, “Certifi-
cate -~ In Vitro Testing with Radioactive Material Under

Geperal License”, requesting the information lsted in

Exhibit E, with the Agency and received from—the

Ageney a validated copy of ARRA-9 which shows the

assigned with certification number assizned. The physi-

cian, clinical laboratory, or hospital shall furnish on

-9, _the following information; the-follewing

a.  Name, telephone number, and address of the physi-
cian, clinical laboratory, or hospital; and
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b: Theloecation-ofuserand

b. & A statement that the physician, clinical laboratory,
or hospital has appropriate radiation measaring
instruments to carry out in vitro clinical or labora-
tory tests with radioactive material and as-authe-

306-F~1-and-that-sueh tests will be performed only

by personnel competent in the use of the appropri-

ate instraments and to handle i t

radiocactive material,

A person who receives, acquires, possesses or uses

radioactive material according pursuant to the general

license established by Ri2-1-306-F1. subsection (F)(1)

shall comply with the following:

a.  The general licensee shall not possess at any one
time, i :
306K in storage or use, a total amount of iodine-
125, iodine-131, iron-59, or andler cobalt-57 in
excess of 7.4 _MBq (200 microcuries), or mer
acquire or use in any on¢ calendar month any more
than in-exeessofetotalof 18.5 MBq (500 microcu-
ries) of these materials.

b, The general licensee shall store the radioactive
material, until used, in the original shipping con-
tainer or in a container providing equivalent radia-
tion protection.

¢ The general licensee shali use the radioactive mate-
rial oniy for the uses authorized by RI2-1-306.F-1-
subsection (F)(1).

d.  The general licensee shall not transfer the radicac-
tive material to a person who is not authorized to
receive it according to pursuant-te a license issued
by the Agency, the U.S. Nuclear Regulatory Com-
mission, or any Agreement State or Licensing
State, or ner transfer the radioactive material in any
manner other than in the unopened, labeled ship-
ping container as received from the supplier.

€. The general licensee shall not dispose of the mock
iodine-125 reference or calibration sources
described above except as authorized by RI12-1.
434 R12-1-416,

The general licensee shall not receive, acquire, possess,

or use radioactive material acenrding pussuant to RI2-1-

306:F-%: subsection (F)(1):

a.  Except as prepackaged units which are labeled
according to in-aeeordanee-with the provisions of a
specific license issued by the U.S. Nuclear Regula-
tory Commission, or atry Agreement State which
authorizes the manufacture and distribution of
iodine-125, iodine-131, carbon-14, hydrogen-3
(tritium), iron-59, cobalt-37, or mock iodine-125
for distribution to persons generally licensed under
Ri2-1-386-F: subsection (F) or its equivalent fed-
eral law, and

b Unless unless ong of the following statements, or a
substantiaily similar statement which contains the
same information § i
statements, appears on a label affixed to each pre-
packaged unit or appears in a leaflet or brochure
which accompanies the package:

i.  This radioactive material may be acquired,
received, possessed, and used only by physi-
cians, clinical laboratories“or hospitals and
only for in vitro clinical or laboratory tests not
involving internal or external administration
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of the material, or the radiation from such
material therefrem, to human beings or ani-
mals. The acquisition, receipt, possession,
use, and transfer are subject to the regulations
and a general license of the U.S, Nuclear Reg-
ulatory Commission or of a state with which
the Commission has entered into an agree-
ment for the exercise of regulatory authority.

Name of manufacturer

il. This radicactive material shall be acquired,
received, possessed, and used only by physi-
cians, clinical laboratories or hospitals and
only for in vitro clinical or faboratory tests not
involving internal or external administration
of the material, or the radiation from such
material therefrom, to human beings or ani-
mals. The receipt, acquisition, possession, use
and transfer are subject to the regulations and
a general license of a Licensing State.

Name of manufacturer

5. The physician, clinical laboratory or hospital possessing
or using radioactive material under the general license in
of Reb2-1-306F-1: subsection (F)(1) shall report in writ-
ing to the Agency, any changes in the information fur—
nished on i the «

Radionetive-Meterial-Under- Generah-License ARRA-
9. The report shall be furnished within 30 days after the
effective date of the seeh change.

6. Any person using radioactive material according 1o pus
saani-te the general ficense of R42-1-306:F-3- subsec.

tion {F)1) is exempt from the requirements of 12
AAC 1, Article 4 and Article 10

with respect to radioactive material covered by that gen-
eral license, except that persons using mock iodine-125
sources described in RI2-1-306F Iz subsection
{F)(1X(g) shall comply with the provisions of R12-1-434
Ri2-1-4H6, and Ri2-3-423 R12-1-443 and R12.1-444
of these mles Regulstions,

7. For the purposes of subsection (F), a licensed veterinary
care facility is considered shall-be-deemed-te-be a “clini-
cal laboratory™.

Ice detection devices

1. This subsection establishes a A general license is hereby
issued to receive, acquire, possess, use, and transfer
strontium-90 contained in ice detection devices, pro-
vided each dev;ce contams not more than 1.85 Mbg (50
uCiy of strontium-90 and
each device has been manufactured or imported in
accordance with a specific license issued by the U.S.
Nuclear Regulatory Commission or each device has
been manufactured according 10 in-seeordanee-with the
specifications contained in a specific license issued by
the Agency or any Agreement State to the manufacturer
of the sueh device under pursuani-io licensing require-
ments equivalent to those in Section-32:6%1-o¢ 10 CFR
Part 32.61 eftheRepulationsofthe NRG,

2. Persons who receive, acqulrc, possess, use, or transfer
strontium-90 contained in ice detection devices accord-
ing purseest 1o the general license in RI2-3-306:G-4-
subsection (GY1):

a,  Shall shell, upon occurrence of visually observable
damage, such as a bend or crack or discoloration
from overheating to-the-deviee, discontinue use of

the device until it has been inspected, tested for
leakage, and repaired by a person holding a spe-
cific license from the U.S. Nuclear Regulatory
Commission or an Agreemeni State to manufacture
or service ice detection sueh devices; or shall dis-
pose of the device according parsuant to the provi-
sions of Ri2-1-416 R12-1-434:2

b. Shall shelt assure that ali labels affixed to the
device at the time of receipt, and which bear a
statement prohibiting which-prohibits removal of
the labels, are maintained on the devices thereon;
and

c. Are sre exempt from the requirements of 12
AAC. 1, Article 4 and Article 10, except the users
of ice detection devices hatsuch—persens shall
comply with the provisions of $16-ard-423 R12-1-
434, R12-1-443 and R12-1-444.

No change.

This general license is subject to the provisions of 12

AAC 1, Articles 1, 3, 12, and 15 of-this-Chapter, and

ARS. §§ 30-654.B.13, 30-657.A, 30-657.B, 30-681,

and 30-685 through 30-689&?&4&&&

e

RI2-1-308 R12-1-307.Repealed.
R12-1-309 R12-1-308. Filing Application for Specific Licenses

A.

ow

An_application Appleations for_g specific license Heenses

shall file be-filedon an Agency application form. aferm-pre-

seribed-by-the-Ageney. The am;hcan Applieations shall pre-

pare the agpltcatmn be-prepared in duphcate, one copy for

the Agency and the

other for shail—be—maxmmé-by the applicant.

No change.

Each application shall m&mmf‘edﬂm
Exhibit (E) of this Azticle and be signed by the applicant, e¢

licensee, or & person duly authorized to act for and ex-behalf
of the applicant or licenses.

An application for a license may include a request for a
license authorizing more than one activity authorized by
R12-1-1302 ene-er-mere-activities.

In the Bis application, the applicant may incorporate by refer-
ence information contained in previous applications, state-
ments, or reports filed with the Agency, provided the suech
references are clear and specific.

The Agency shall make applications Appheations and docu-
ments submitted to the Agency muy-be-made available for
public inspection, but except-that-theAgeney may withhold
any document or part of a document thereef from public
inspection if disclosure of its content is not required in the
public interest and would adversely affect the interest of a
person concerned.

Ri42-1-330 R12-1-309. General Requirements for the Issuance
of Specific Licenses

A license application shall will be approved if the Agency deter-
mines that:
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1. The the applicant is qualified by reason of training and
experience to use the material in question for the pur-
pose requested ccardmg to in-aceerdanee—with these
mules in a manner that will as-ie
minimize danger to public health and safety or property;

2. The #he applicant's proposed equipment, facilities, and
procedures are adequate to minimize danger to public
health and safety or property; %

3. The the issnance of the license will not be inimical to the
health and safety of the public;
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4. The the applicant satisfies all any applicable special #: the—performance—of dinprostie—studies—on
requirements in R12-1-310, R12-1-311, and RI2-1-323- patients-to-whom-o-radiopharmaceutical-has
R12.1.322 R12-1-323 12 A AC. 1, Article 5. 7. and beenndministered;

17: and i s

5. The the applicant demonstrates that a letter has been oF
sent, return receipt requested, to the Mayor's office of 2 WW@MWM

the city, town, or, if not within an incorporated commu-

nity, to the County Board of Supervisors of the county .

in which the applicant proposes to operate, which

describes:

a. The the nature of the proposed activity involving
radioactive material;

b.  The the facility, including use and storage areas.

Riz-3-3313 R12-1-310. Special Requirements for Issuance of
Geﬂ‘:&m Specific Broad Scope Licenses fer-Radionctive-Mate-
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Aaticle-5-

b. If 2 sve or more radionuclides are possessed, the
ratio of the quantity possessed the Agency shall
determine to the applicable quantity specified in
Exhibit C Schedule-D, Column I, for each that radi-
onuclide shall-be-determined. The sum of the ratios
for all radionuclides possessed under the license
shall not exceed unity.

A broad scope class C license is any specific license

authorizing the possession and use of the radioactive

materials specified in Exhibit C Sehedule-P of ]2

AA.C. 1, Article 3 in any chemical or physical form and

in quantities determined as follows:

a. The possession limit, i only one radionuclide is
possessed, is the quantity specified for that radio-
nuclide in Exhibit C Sehedule-B, Column I, or

b. If 2 twe or more radionuclides are possessed, the
ratio of the quantity possessed to the Agencv shall
determine the applicable quantity specified in
Exhibit C Sehedule-B, Column Ii, for gach that
radionuclide shall-be-determined. The sum of the
ratios for all radionuclides possessed under the
license shall not exceed unity.

The Agency shall approve;
4}. An application for a class A broad scope license will-be

approved ift

a.  The the applicant satisfies the general requirements
specified in R12-1-309; ;

b.  Thetke applicant has engaged in a reasonable num-
ber of activities involving the use of radioactive
material, (For purposes of this subsection, the
requirement of “reasonable number of activities”
can be satisfied by showing that the applicant has 3
vears of five-years' experience in the use of radio-
active material. The Agency may accept less Less
than 3 years of five-yenrs’ experience mey—be
aeceptable if the applicant's qualifications are

ibed-i ioati adequate
for the scope of the proposed license; and

¢. The she applicant has established administrative
controls and provisions relating to organization,
and—management, procedures, record keeping,

g ) ) material contrel, and-accounting, and management
6:A.The Agency shall issue 3 three classes of academic and review that are necessary to assure safe operations,
industrial broad scope licenses, and only a single class A including:

medical broad scope license. i, Establishment the-establishsent of a radiation

Volume 4, Issue #37

1. Alicense is a broad scope class A license if it

a.  Contains the exact wording “Any radioactive mate-
rial with an Atomic Number 3 through 83" or “Any
radioactive material with an Atomic Number Nuga-
bers 84 through 92" in License Item 6, and

b.  Contains the word “any™ to authorize the chemical
or physical form of the these materials in License
Jtem 7.

The license may authorize the radioactive materials in
multi-curie quantities, and may authorize other
radioactive materials and forms in addition to those
lsted in subsection (AX1)(a) the-above,

A broad scope class B license is any specific license

which authorizes the possession and use of the radioac-

tive materials specified in Exhibit C Schedule-B of 12

AAC, 1, Article 3 in any chemical or physical form and

in quantities determined as follows:

a. The possession limit, if only one radionuclide is
possessed, is the quantity specified for that radio-
nuclide in Exhibit C Sehedele-B, Column I, or
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safety committee composed of sueh-pesons

a5 a radiation safety officer, a representative

of management, and persons trained and expe-

rienced in the safe use of radioactive mate-

rialz

ii, Appointment the-appeintment of a radiation

safety officer who is qualified by training and

experience in radiation protection, and whe is

available for advice and assistance on radia-

tion safety matters; ; and

iii. Establishment the-establishment of appropri-

ate administrative procedures to assure;

¢y Contro] eentrel of procurement and use
of radicactive material; ;

2y Completion completion of safety evalua-
tions of proposed uses of radioactive
material which take into consideration
matters such —sueh~mdders as the ade-
quacy of facilities and equipment, train-
ing and experience of the user, end-the
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operating or handling procedures; ; and
Review review, approval, and recording
by the radiation safety committee of
safety evaluations of proposed uses pre-
pared in accordance with
Reb2 1S3 LOCEHADHEH) this subsec-
tion prior to use of the radioactive mate-
rial.

52. An application for a class B broad scope license will-be

appfeﬁed if:
The the applicant satisfies the general requirements
specified in R12-1-309; and

b. The the applicant has established administrative
controls and provisions relating to organization and
management, procedures, record keeping, material
contrel, and accounting, and management review
that are necessary to assure safe operations, includ-
ing:

i.  Appointment the-eppeintment of a radiation
safety officer who is qualified by training and
experience in radiation protection, and whe-is
available for advice and assistance on radia-
tion safety matters; ; and

. Establishment the-establishment of appropri-
ate administrative procedures 1o assure:

) Control eentrel of procurement and use

of radioactive material; 5

&) Completion eempletion of safety evalua-
tions of proposed uses of radioactive
material which take into consideration
matters such sueh-snetters as the ade-
quacy of facilities and equipment, train-
ing and experience of the user, and the
operating or of handling procedures; 5
and
Review review, approval, ami recording
by the radiation safety officer of safety
evaluations of proposed uses prepared
according  im——aeeerderee  with
RIZ-1-BLOEEHSHENHND)  subsection
(BY2)b)ii) abeve prior to use of the
radioactive material.

63. An application for a class C broad scope license will-be

appmved if:
The he applicant satisfies the general requirements
specified in R12-1-309; 5

b.  The the applicant submits a statement that radioac-
tive material will be used only by, or under the
direct supervision of, individuals who have
received:

i. A a college degree at the bachelor level, or
equivalent training and experience, in the
physical or biological sciences or in engineer-
ing; 5 and

ii.  Afetleast 40 hours of training and experience
in the safe handling of radioactive material,
and i the characteristics of jonizing radiation,
units of radiation dose and quantities, radia-
tion detection instrumentation, and biological
hazards of exposure to radiation appropriate to
the type and forms of radioactive material to
be used; ; and

¢. The the applicant has established administrative
controls and provisions relating to procurement of
radioactive material, procedures, record keeping,

mnatetial control and accounting, and management
review necessary to assure safe operations.

7C. Uniess sgecaf ca]ly atathorizeci, bmad«scope hcensees sha

Conduct cemduet tracer studies in the environment
involving direct release of radioactive material; ;

Acquire sequire, receive, possess, use, of transfer
devices containing 3.7 petabecquergl(100,000 cunes}
{F-petobecguerel} or more of radioactive material in
sealed sources used for irradiation of materials;;

3. Conduct eenduet activities for which a specific license

is issued by-the-Ageneyis-—reguired under any-other
R12-1-311, and 12AAC 1

Porapraph-ofRd2-r-316-or
Articles 5, 7, or 17 Hs-vequired; or

. Add add or cause the addition of radioactive materizal to

any food, beverage, cosmetic, drug, or other product
designed for ingestion or inhalation by, or application
to, a human being.

Radioactive

material possessed under the clagss A broad scope license
shall see¥ only be used by, or under the direct supervision of,
individuals approved by the licensee's radxatmn safety com-
mmee

Radipactive

shai%-be—sa%jeet—%e%he—eeﬂémea—ﬂmﬁémaem

material possessed under the_class B broad scope license
shall mey only be used by, or under the direct supervision of,
individuals approved by the licensec’s radiation safety
officer.

Bach class-C-broad ! | andesthi :
shell-be-subjectto-the-condition-that-radioactive Radioactive
material possessed under the class C broad scope license
shall ey only be used by, or under the direct supervision of,
individuals who satisfy the requirements of RI12:1.

mchsggbmm-;-}we@@@

Ri2-1-342 R12-1-311. Special Requirements for a Specific
License to Manufacture, Assemble, Repair, or Distribute
Commodities, Products, or Pevices Which Contain Radioac-
tive Material

A. Licensing the introduction of radioactive material into prod-
ucts in exempt concentrations.
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In addition to the requirements set forth in R12-1-309, a

specific license authorizing the introduction of radioac-

tive material into a product or material owned by or in
the possession of the licensee or another, to be trans-
ferred to persons exempt under R12-1-303(A)(1
be issued if: RI23-303 A -mev-be-dssued-only-if

No change.

b. The applicant provides reasonable assurance that
the concentrations of radioactive material at the
time of transfer will not exceed the concentrations
in Exhibit A; Seheduale—-A; that reconcentration of
the radioactive material in concentrations exceed-
ing those in Exhibit Sehedule A is not likely; rthat
use of lower concentrations is,not feasible; ; and
thatthe product or material is not likely to be incor-
porated in any food, beverage, cosmetic, drug, or
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other commeodity or product designed for ingestion

or inhalation by, ot application to, a human being,
Each person licensed under R342-4-331 A this subsec-
tion shall file an annual report with the Agency which
identifies shell-identify the type and quantity of each
product or material into which radioactive material has
been introduced during the reporting period; the name
and address of the person who owned or possessed the
product or material, into which radioactive material has
been introduced, at the time of introduction; the type
and quantity of radionuclide introduced into each such
product or material; and the initial concentrations of the
radionuclide in the product or material at time of trans-
fer of the radioactive material by the licensee. If no
transfers of radioactive material have been made accord-
ing to this subsection purseani-te RI2-1-3H-A- during
the reporting period, the report shall so indicate. The
report shall cover the year ending June 30, and shalt be
filed within 30 days after June 30 thereafier.

Licensing the distribution of naturally occurring and acceler-
ator-produced radioactive material (NARM) in exempt quan-
tities

L

Volume 4, Issue #37

An application for & specific license to distribute NARM

1o persons exempted from these_rules according Reguls-

Hoas—pussunnt o R12-1-303-6(C) will be approved if

the applicant satisfies the reguirements requiresent of

R12-1-309, and:

a. No change.

b.  No change.

c. The applicant submits copies of prototype labels
and brochures and the Agency approves the such
Iabels and brochures.

The license issued under R2--331B-1- subsection

{B){1} is subject to the following conditions:

a. Nochange.

b. Each exempt quantity shall be separately and indi-
vidually packaged. No more than 10 sueh packaged
exempt quantities shall be contained in any outer
package for transfer to persons exempt agcording
to pursuant-te R12-1-303-6{C). The outer package
shall be such that the dose rate at the external sur-
face of the package does not exceed 5 uSv (0.5 mil-
lirem) per honr-{5-u-Svhs),

¢. Nochange.

i.  No change.
ii. No change.

d.  In addition to the labeling information required by
RI2-1-31-B2e:_subsection (B)2)g), the label
affixed to the immediate container, or an accompa-
nying brochure, shall
i.  No change.

ii. No change.
iii. No change.

Each person licensed under Ri2-1-311:B._subssction

{B) shall maintain records identifying, by name and

address, each person to whom radioactive material is

transferred for use under R12-1-303:6(C) or the equiv-
alent regulations of a Licensing State, and stating the
kinds and quantities of radioactive material transferred.

An annual summary report stating the total quantity of

¢ach radionuclide transferred under the specific license

shall be filed with the Agency. Each report shall cover

the year ending June 30, and shall be filed within 30

days after June 30 thisty-(36)-days-thereafter. If no trans-
fers of radioactive material have been made aceording to

C.
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pursuant—to RI12-1-314:B. this subsection during the

reporting period, the report shall so indicate.

The Agency shall approve an Jrieensing-the-incorporation-of
NARM-inte-gas-and-neresol-detestors~An application for a
specific license authorizing the incorporation of radicactive
material other than source or by-product material, into gas
and aerosol detectors to be distributed to persons exempt
under R12-1-303(B) Ri2-1-303-B—wili-be-approved if the
application satisfies requirements equivalent to those con-
tained in Seetion-32:26-0£-10 CFR Paet 32,26 1998 Edition
published January 1. 1998, incorporated by reference and on
file with the Agency and the Office of the Secretary of State
which shall not contain any future editions or references, and
provided:

1. The applicant satisfies the requirements of R12-1-309.

2. The licensee files annual reports Annusb-repess—as
required by Seetion-3229-of10 CFR Bart 32.29, 1998
Edition, published Yanuary 1. 1998, incorporated by ref-
erence and on file with the Agency and the Office of the
Secretary of State, shell-be-filed with the Agency. This
incorporation by reference contains no future editions or
references.

Licensing the manufacture and distribution of devices to per-

sons generally licensed under R12-1-306:8-(B)

1. The Agency shall approve an A= application for a spe-
cific Hcense to manufacture or distribute devices con-
taining radioactive material, excluding special nuclear
material, to persons generally licensed under R12-1-
306-B-(B) or equivalent Regulations of the U.S. NRC,
of an Agreement State, il or the Licensing State will
be—appfewed if:

The the applicant satisfies the general requirements

of R12-1-309,

b.  The the applicant submits sufficient information
relating to the design, manufacture, prototype test-
ing, quality control, labels, proposed uses, installa-
tion, servicing, leak testing, operating and safety
instructions, and potential hazards of the device to
prov:de reasonable assurance that:

i.  The the device can be safely operated by per-
sons not having training in radiclogical pro-
tection;

ti. Under under ordinary conditions of handling,
storage, and use of the device, the radioactive
material contained in the device will not be
released or inadvertently removed from the
device, and it is unlikely that any person will
receive in-any-period-of ene-calendar-guortera
dose in excess of 10% of the limits specified
in—the—table—of Ri2-1-402-A:_in R12-1.408;
and

iii. Under under accident conditions (such as fire
and explosion) associated with handling, stor-
age, and use of the device, it is unlikely that
any person would receive an external radia-
tion dose or dose commitment in excess of the
following organ doses:

~Whole body; head and trunk; active
blood-forming organs; gonads; or lens of
EYE ceocrnes 150 mSv(15 rem¥£H56-m-5v)

=Hands and forearms; feet and ankles;
localized areas of skin averaged over
areas no larger than 1 square centimeter

.................... 2 Sv (200 rem) £:8+)
=Other organs ............... 500 mSv (50
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c. Nochange,

i.  No change.

ii.  The requirement, or lack of requirement, for
leak testing, or for testing any on-off mecha-
nism and indicator, including the maximum
time interval for the sueh testing, and the iden-
tification of radioactive material by isotope,
quantity of radioactivity, and date of determi-
nation of the quantity; and

i, The information called for in one of the fol-
lowing statements in the same or substantially
similar form:

1 The receipt, possession, use, and transfer
of this device, Model » Serial No.
, are subject to a general license or
the equivalent and the regulations of the
(.S, Nuciear Regulatory Commission or
a state with which the Nuclear Regula-
tory Commission has entered into an
agreement for the exercise of regulatory
authority. This label shall be maintained
on the device in a legible condition.
Removal of this label is prohibited.
CAUTION -- RADIOACTIVE MATE-
RIAL

(name of meanufacturer or distributor)

23 The receipt, possession, use and transfer
of this device, Model , Serial No.

, are subject to a general license or

the equivalent, and the regulations of a
Licensing State. This label shall be main-
tained on the device in a legible condi-
tion. Removal of this label is prohibited.
CAUTION -- RADIOACTIVE MATE-
RIAL

(name of manufacturer or distributor).
d.  Nochange.
In the event the applicant desires that the device undergo
mandatory_testing be—required-to-be—tested at intervals
longer than 6 months, either for proper operation of the
on-off mechanism and indicator, if any, or for leakage of
radioactive material or for both, the application shall
contain sufficient information to demonstrate that the
sueh longer interval is justified by performance charac-
teristics of the device or similar devices and by design
features which have a significant bearing on the proba-
bility or consequences of leakage of radioactive material
from the device or failure of the on-off mechanism and
indicator. In determining the acceptable interval for the
test for leakage of radioactive material, the Agency shall
ikt consider information which includes, but is not lim-
ited to:

a. Nochange.
b.  No change.
¢, Nochange.
d. No change.
& No change.
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f.  Maximum temperature withstood during prototype

fests test)
g No change.
h. No change.
I Nochange.
j- Nochange.

In the event the applicant desires that the general lic-

ensee under R12-1-306:Be), or under equivalent Regu-

lations of the NRC or an Agreement State or Licensing

State, be authorized to install the device, collect the

sample to be analyzed by a specific licensee for leakage

of radicactive material, service the device, test the on-
off mechanism and indicator, or remove the device from
installation, the application shall include written instruc-
tions to be followed by the general {icensee, estimated
calendar quarter doses associated with the sueb activity
or activities, and bases for the suveh estimates. The sub-
mitted inforration shall demonstrate that performance
of the such activity or activities by an individual
untrained in radiological protection, in addition to other
handling, storage, and use of devices under the general

license, is unlikely to cause that individual to receive a

enlendar-quarter dose in excess of 10% of the limits

specified in the-table-inRI12-1-402-A-R 12-1-408.

Each person licensed under BI12-1-33EB- subsection D

to distribute devices to general licensed persons shall:

a. Furnish a copy of the general license contained in
R12-1-306:B:(B) to each person to whom the indi-
vidual directly or through an intermediate person
transfers radioactive material in a device for use
according to pursusnt-te the general license con-
tained in R12-1-306:B-(B).

b. Furnish a copy of the general license contained in
the NRC or Agreement State's or Licensing State's
regulation Reguletion equivalent to RI12-1-
306:B-(B), or alternatively, furnish a copy of the
general license contained in R12-1-306B8+B) to
each person to whom the individual, he directly or
through an intermediate person transfers radioac-
tive material in a device for use according to pusse~
ant-te the general license of the NRC, or-the
Agreement State, or Licensing State. If a copy of
the general license in R12-1-306:B-(B) is furnished
to such a person, it shall be accompanied by a note
explaining that the use of the device is regulated by
the U.8. NRC, or Agreement State, or Licensing
State under requirements substantially the same as
those in R12-1-306-B(B)

¢.  Report to the Agency all transfers of sueh devices
to persons for use under the general license in R12-
1-306:B-(B). The Such report shall identify each
general licensee by name and address, an individ-
ual by name or andXer posmon who gg_rm

contact person for

the general licensee, the
type and model number of device transferred, and
the quantity and type of radioactive material con-
tzined in the device. If one or more intermediate
persons will temporarily possess the device at the
intended place of use prior to its possession by the
user, the report shall identify inelude-identification
of each intermediate person by name, address, con-
tact, and relationship to the jntended user. If no
transfers have been made to persoms generally
licensed under R12-1-306-B«(B) during the report-
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ing period, the report shall so indicate. The report

shall cover each calendar quarter and shall be fled

within 30 days after the end of the quarter thereat-
ter,

d.  Report to the NRC all transfers of such devices to
persons for use under the NRC general license in
Seetion31:5-0£10 CFR Paxt 31.5.

e. Report to the responsible Agresment State or
Licensing State agency all transfers of sueh devices
to persons for use under a general license in an
Agreement State's regulation Regulations equiva-
lent to R12-1-306B{B).

i The Sueh reports shall jdentify each general
licensee by name and address, an individual
by name or and¥er position who serves as the
contact person for i i

the general
licensee, the type and model of the device
transfersed, and the quantity and type of radio-
active material contained in the device, If one
or more intermediate persons will temporarily
possess the device at the intended place of use
prior 1o its possession by the user, the report
shall identify inelude-identification-of each
intermediate person by name, address, con-
tact, and relationship to the intended nser. The
report shall be submitted within 30 days after
the end of each calendar quarter in which sueh
a device is transferred to the generally
licensed person.

ii. No change.

iii. No change.

f. Kgep records showing the name, address, and the
point-of contact person for each general licensee to
whom the distributor he directly or through an
intermediate person transfers radioactive material
in devices for use gccording to pursuantte the gen-
eral license provided in R12-1-306:8+(B), or equiv-
alent Regulations of the NRC, of an Agreement
State, or Licensing State. The records should show
the date of each transfer, the isotope and the quan-
tity of radioactivity in each device transferred, the
identity of any intermediate person, and compli-
ance with the report requirements of this Section.

E. The Agency shall approve an Speeiak-requirements-forthe

OS5 561D 3 RHGe pfodye doxrta

in-ai application for a specific license to
manufacture, assemble, or repair luminous safety devices
containing tritium or promethium-147 for use in aircraft, for
distribution to persons generally licensed under R12-].

306(C), if the applicant satisfics: RI2-+306.C—will-he

1. The i
fied in R12-1-309; ; and
2. The applennt—satisfies-the requirements of Seetions
= 565 - 10 CFR Part-32
32,53 through 32 56 and 32.101. 1998 Edition. pub-

lished January 1, 1998, incorporated by reference and on

file with the Agency and the Office of Secretary of

State. or their equivalent. These incorporations by refer-
ence contain no future editions or amendments.
The Agency shall approve an Speeial-requirements—for

general requitements speci-

v
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licenss to manufacture calibration sources containing ameri-
cium-241 or plutonium for distribution to persons generally

licensed under R12-1-306-B-_(D) if the applicant satisfies:
oy : I'. o Fattow P y—

1. The i general requirements require-
sment of R12-1-309; ; and
2. The i ¢ requirements of 10 CFR

appHeant—satisfies—the
32.57. 32.58, 32102, and 70.39, 1998 Edition, pub-
lished January 1, 1998, incorporated by reference and on
file with the Agency and the Office of Secretary_of

State, d 3 sy

32-and-Seetion76:39-of-10-CFR-Part-70-or their equiva-
lent. These incorporations by reference contain to
future editions or amendments.

ieal-use-undergeneral-dieense. In addition to requirements set

forth in R12-1-309, the agency shall issue a specific license

authorizing the distribution of radioactive material for use by

physicians under the general license in R12-1-306:E(E) will

be-issued ift

1. The applicant submits evidence that the radicactive
material is to be manufactired, labeled, and packaged
under in-aeeordance-with a new drug application which
the Commissioner of Food and Drugs, U.S. Food and
Drug Administration has approved, or according to in
eceordanee-with a license for a biologic product issued
by the FDA; and

2. No change.
a. No change,
b. No change.

The Agency shall approve an Manufeeture-and distribution-of

; application for a specific

license to manufacture or distribute radicactive material for

use under the general license of R12-1-306-E(F) will-be

approved ift )

L. The applicant satisfies the general requirements speci-
fied in R12-1-309, ‘

2. The radioactive material is to be prepared for distribu-

tion in pfepackaggd uni.ts of: )

a. fﬁiﬁééﬁgs Tn unfts noteae:i;:;eedfng 370 kBg (10
b. i:??cl::zjrsiés m unfts note:(::c};:;eed‘mg 370 kBg (10
c. g?‘r:?:;::iism units not e::.;;eedmg 370 KBq (10

d. Hydrogen-3 (iritium) in units not exceeding 1.835
MBq (50 microcuries) ¢+-85-M-Bg) each;

¢.  Iron-59 in units not exceeding 740 kBq (20 micro~
curiesHF48-eBe} cach;

f. Cobalt-57 in units not exceeding 370 _kRq (10
microcuries-E376HeBe) each;

g Mock ifodine-125 in units not exceeding 1.85 kBq
(30 nanocuriesH+-851eBe} of iodine-129 and 185
Bg (5 nanocuries}-(185-Be} of americium-241

each.
3. Each prepackaged unit bears 2 durable, clearly visible
label:

a. Identifying the radicactive contents as to chemical
form and radionuclide; and indicating that the
amount of radioactivity does not exceed 370 kBq
{10 microcuries of iodine-125, fodine-
131, cobalt-57 or carbon-14;_1.85 MBq (56 micro-
curies-#-25M-Be} of hydrogen-3 (tritium), 740
kBq {20 microcuries)—%—k—-ﬁq} of iron-59; or
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mock fodine-123 in units not exceeding 1.85 kBg
{SO nanocurie}-{-85-3Bq) of iodine-129 and 1835

Bg (3 napocurjes) 8-805-micreeusie of americium-
241 each; and

b. Dispiaying the radiation caution symbol described
in R12-1-428 RE2-3-HAd—and the words,
“CAUTION, RADIOACTIVE MATERIAL”, and
the phrage “Not for Internal or External Use in
Humans or Animals™.

4. No change.

a. This radioactive material may be received,
acquired, possessed, and used only by physicians,
clinical laboratories, or hospitals and only for in
vitro clinical or laboratory tests not involving inter-
nal or external administration of the material, or the
radiation_from the radioactive material therefrom,
to human beings or animals. Its receipt, acquisition,
possession, use, and transfer are subject to the reg-
ulations and a general license of the U.S. Nuclear
Regnlatory Commission or of a state with which
the Commission has entered into an agreement for
the exercise of regulatory authority.

Name of manufacturer

b, This radioactive drug may be received, acquired,
possessed, and used only by physicians, clinical
laboratories, or hospitals and only for in vitro clini-
cal or laboratory tests not involving internal or
external administration of the material, or the radi-
ation from the radicactive material therefrom, to
human beings or animals. Hs receipt, acquisition,
possession, use, and transfer are subject to the reg-
ulations and a general license of a Licensing State.

Name of manufacturer

5. The label affixed to the unit, or the leaflet or brochure
which accompanies the package, contains adequate
information zhout as+te the precautions to be observed in
handling and storing the specified suech radioactive
material. In the case of the mock iodine-125 reference or
calibration source, the information accompanying the
source shall also contain directions to the licensee
regarding the waste disposal requirements set out in
R12-1-434 Ri2-1-416-ofthese-Repulations:

I.  The Agency shall approve an Licensingthe menufactureand
distribution-ofiec-detectiondevices—An apphcanon for a spe-

cific license to manufacture and distribute ice detection
devices to persons generally licensed under R12-1-306(G) if

the applicant satisfies; witl-be-appreved-subjestte-the-follow-
mp-conditions:

1. the eppHeant-satisfies-the general requirements of R12-
1-309; ; and

2. The the criteria of Seetiens 32643262 -and-32. 101 of
10-CFR-Part-32 10CFR 32. 61, 32 62, ans 32 IQI, 1998
Edition, published Tanuary I, 1998, incorporated by ref-
erence and on file with the Azency and the Office of the

Secretary of Stafe. are-met. These incorporations by ref-
erence contain no future editions or amendments.

J.  Manufacture and distribution of radiopharmaceuticals een-
eining-radioactive—smaterial for medical use under group-—a
lcense issued according to 12 A.AC, 1, Asticle 7
1.  The Agency shall approve an An apphcatmn for a spe-

cific Heense to manufacture and distribute radiopharma-
ceuticals containing—radionctive—material for use by
persons licensed under pursventtoRI2-1-310-C-for the
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Article 12 A.AC. 1, Article 7 wilt-be-appreved if:
a. The applicant satisfies the general requirements
specified in R12-1-309; and
b. The applicant submits evidence that
i.  The radxophaxmaceuncai
sive—material will be manufactured, labeled,
and packed gecording to insecordance-with
the Federal Food, Drug, and Cosmetic Act or
the Public Health Service Act, sueh as a new
drug application (NDA) approved by the Food
and Drug Administration (FDA), a biological
product license issued by the FDA, or a
“Notice of Claimed Investigational Exemp-
tion for a New Drug” (IND) that has been
accepted by the FDA; or
ii. No change.
¢.  The applicant submits information on the radionu-
clide; chemical and physical form, packaging
including maximum activity per package, and
shielding provided by the packaging of the radicac-
tive material which is appropriate for safe handling
and storage of radiopharmaceuticals by group lie-
ensees; and
d. The label affixed to each package of the radiophar-
maceutical contains information on the radionu-
clide; ; quantity, and date of assay; and the label
affixed to each package, or the leaflet or brochure
which accompanies each package, contains a state-
ment that the radiopharmaceatical is licensed by
the Agency for distribution to persons licensed

agcording 1o pursuant-to-RIZ-1-310-C-and-Sched-

the reguxrements in 12 A AC. 1, Aricle 7 or an
equivalent license er-under-equivalent-lieenses of

the U.5. Nuclear Regulatory Commission or an
Agreement State or Licensing State. The labels,
leaflets, or brochures required by this paragraph
supplement are-in-additier-to the labeling required
by the Food and Drug Administration (FDA) and
they may be separate from or, with the approval of
FDA, may-be combined with the labeling required
by FDA.

A radiopharmaceutical dispensed from a nuclear phar-

macy according to AR.S. §32-1904 exempt from the

requirements contained in subsection (T(1}. Labeling of

such radiopharmaceuticals is_governed by Board of
Pharmacy rules and the conditions of a radioactive

material license,

The, Agencx shall aggrove an M&&ufae&wwm-éﬁﬁibuﬁeﬂ—ef

specific license to manufacture and distribute generators or
reagent kits containing radioactive material for preparation of
radiopharmaceuticals by persons licensed according to pussu-

uie—G—ef—ﬁaaleAAC 1, Article 7 sill-be-approved if:

1.

2.

The applicant satisfies the general requirements of spee-

ifiedin R12-1-309;

The applicant submits evidence that:

a.  The generator or reagent kit is to be manufactured,
labeled and packaged according to in-pecordance
with-the Federal Food, Drug, and Cosmetic Act or
the Public Health Service Act, such as a new drug
application (NDA) approved by the Food and Drug

Volume 4, Issue #37



Arizona Administrative Register

Notices of Proposed Rulemaking

Administration (FDA), a biologic product license
issued by the FDA, or a “Notice of Claimed Inves-

tigational Exemption for 2 New Drug” (IND) that
has been accepted by the FDA; or

b. The manufacture and distribution of the generator
or reagent kit are not subiect to the Federal Food,
Drug, and Cosmetic Act and the Public Health Ser-
vice Act.

The applicant submits information on the radionuclide; ;

chemical and physical form, packaging including maxi-

mum activity per package, and shielding provided by
the packaging of the radioactive material contained in
the generator or reagent kit;

The label affixed to the generator or reagent kit contains

information on the radionuclide, including quantity, and

date of assay; and.

No change.

a. No change.

b. A statement that this generator or reagent kit (as
appropriate} is approved for use by persons
licensed by the Agency under pussssnt-to-Ri2-1-
310:C-and-Schedule-C-Group-Hiof Axtiele-3-12
AA.C. 1. Article 7 or under equivalent licenses of
the U.S. Nuclear Regulatory Commission or an
Agreement State or Licensing State. The labels,
leaflets, or brochures required by this subsection
supplement ere-ir-additien to the labeling required
by FDA and they may be separate from or, with the
approval of FDA, may-be combined with the label-
ing required by FDA.

L. Manufacture and distribution of sources or devices contain-
ing radioactive material for medical use

L
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The Agency shall approve an Aw application for a spe-
cific license to manufacture and distribute sources and

devices containing radioactive material to persons

licensed under pursuanttoRIZ1310:6: 12 AAC 1

Article 7 for use as a calibration or reference source or

for certain medical uses as sealed sources may—be

a@pfeveé ift

The applicant satisfies the general requirements in

R12-1-309 efthis-Article;

b. The applicant submits sufficient information
regarding each type of source or device pertinent to
an evaluation of #se radiation safety, including:

i Nochange.

ii. No change.

iii. No change.

iv. No change.

v. No change.

vi. No change.

vii. No change.

viii. Instruction for handling and storing the source
or device from the radiation safety standpoint;
these instructions are to be included on a dura-
ble label attached to the source or device or
attached to a permanent storage container for
the source or device; provided; that instruc-
tions which are too Iengthy for the sueh label
may be summarized on the label and printed
in detail on a brochure which is referenced on
the label;

¢.  The label affixed to the source or device, or to the
permanent storage comtainer for the source or
device, contains information on the radionuclide;;
quantity, the date of assay, and a statement that the

{name of source or device) is licensed by the
Agency for distribution {o persons licensed under
pussuentteRIZ-H-310:6: 12 A A C. 1. Aricle 7 or
under equivalent licenses of the U.S. Nuclear Reg-
ulatory Commission or an Agreement State or a
Licensing State, providedithat-sueh that labeling
for sources which do not require long term storage
may be on 2 leafiet or brochure which accompanies
the source.

In the event the applicant desires that the source or

device_undergo mandatory testing be-vequired-to-be

tested for leakage of radioactive material at intervals

longer than six months, the application shall include suf-

ficient information to demonstrate that the longer inter-

val is justified by performance characteristics of the

source or device or similar sources or devices and by

design features that have a significant bearing on the

probability or consequences of leakage of radioactive

material from the source. In determining the acceptable

interval for test of leakage of radioactive material, the

Agency shall wi# consider information that includes,

but is not limited to:

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

No change.

j- Nochange.

m

SRR e A o

M. Requirements for license to manufacture and distribute
industrial products containing depleted uranium for mass vol-

ume applications.
1. The Agency shall approve an As application for a spe-
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cific license to manufacture industrial products and

devices containing depleted uranfum for use under puar-

suant-to R12-1-305(C) or equivalent regulations of the

U.8. Nuclear Regutatory Commission or an Agreement

State mey-pe-approved if:

The applicant satisfies the general requirements
speeified in R12-1-309;

b, The applicant sebmits sufficient information reiat~
ing to the design, manufacture, prototype testing,
quality control procedures, labeling or marking,
proposed uses, and potential hazards of the indus-
trial product or device to provide reasonable assur-
ance that possession, use, or transfer of the
depleted uranium in the product or device is not
hkely 10 cause any individual to receive m-:my

a radiation dose in
excess of 10 percent of the limits specified in R12-
1-408 RE2-1-462-A.

¢.  No change.
In the case of an industrial product or device whose
unigue benefits are questionable, the Agency shall will
approve an application for a specific license under this
paragraph only if the product or device is found to com-
bine a high degree of utility and low probability of
uncontrolled disposal and dispersal of significant quan-
tities of depleted uranivm into the environment.

The Agency may deny any application for a specific

license under this subsection if the end use(s) of the
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industrial product or device cannot be reasonably fore-
seen fore-seen.

Each person licensed pursuant-to-RI2-1-3H-Med-under
subsection (M){(1) shall:

a.

September 11, 1998

Maintain the level of quality control required by
the license in the manufacture of the industrial
product or device and ;and-in the installation of the
depleted uranium into the product or device;

Label or mark each unit to:

1. Identify identifir the manufacturer of the prod-
uct or device, asd the number of the license
under which the product or device was manu-
factured, the fact that the product or device
contains deplieted vranium, and the quantity of
depleted uranium in each product or device;
and

ii. State state that the receipt, possession, use,
and transfer of the product or device are sub-
Ject to a general license or the equivalent and
the regulations of the U.8. Nuclear Regulatory
Commission or of an Agreement State;

Assure that the depleted uranium, before being
installed in each product or device, has been
impressed with the following legend, clearly legi-
ble through any plating or other covering:
“Depleted Uranium™;

Furnish a copy of the general license contained in
R12-1-305(C) and a copy of ARRA-23 ARRA.1I3
10 each person to whom he-transfers depleted ura-
nium in a product or device is transferred for use
under a pursuant-te-the general license contained in
R12-1-305(C); or -ox;

Furnish a copy of the general license contained in
the U.S. Nuclear Regulatory Commission's or
Agreement State’s regulation equivalent to R12-1-
305(C) and a copy of the U.S. Nuclear Regulatory
Commission's or Agreement State’s certificate, or
alternatively, fiumish a copy of the general license
contained in R12-1-305(C) and a copy of ARRA-
23 ARRA-13 to each person to whom he-transfers
depleted uranium in a product or device s frans-
ferred for use under a pursueni-te-the general
license of the U.8. Nuclear Regulatory Commis-
sion or an Agreement State, with 2 document nete
explaining that use of the product or device is regu-
lated by the .S, Nuclear Regulatory Commission
or an Agreement State under requirements substan-
tiatly the same as those in R12-1-305(C);

Report to the Agency all transfers of industrial
products or devices to persons for use under the
general license in R12-1-305(C),_The Suek report
shall identify each general licensee by name and
address, an individual by name or position who
serves as the may constitute a point of contact per-
son_for the general He-
ensee, the type and model number of device
transferred, and the quantity of depleted uranium
contained in the product or device. The report shall
be submitted within 30 days afier the end of each
calendar quarter in which sueh a product or device
is ransferred to the generally licensed person. Ifno
transfers have been made to persons generally
licensed under R12-1-305:€: (C) during the report-
ing period, the report shall so indicate;

i.  Report to the 1.8, Nuclear Regulatory Com-
mission all transfers of industrial products or
devices to persons for use under the US.
Nuclear Regulatory Commission general
license in Seetion46:25-6f 10 CFR Past 40,25;
or i

il. Report repost to the responsible State agency
all transfers of devices manufactured and dis-
tributed under subsection (MY4)L) pursuant
to-this—paragraph for use under a general

license in that state's regulations equivalent to
R12-1-305(C); 5

iii. the report required in subsection (MY4WD(H
ar (ii) Gy—er—{ii} ebove shall identify each
general licensee by name and address, an indi-
vidual by name or andXer position who serves
as the smey-constitute-a-point-of contact person
for between-the-ngeney—and the general lic-
ensee, the type and model mumber of the
device transferred, and the quantity of
depleted uranium contained in the product or
device. The report shall be submitted within
30 days afier the end of each calendar quarter
in which a sueh product or device is trans-
ferred to the generally licensed person; ;

iv. No change.

v. Nochange.

vi. Keep records showing the name, address, and
point of contact person for each general lic-
ensee to whom he-trensfers depleted uranium
in industrial products or devices i3 fransferred
for use under a general license
provided in R12-1-305(C) or equivalent regu-
lations of the U.S. Nuclear Regulatory Com-
mission or of an Agreement State, The records
shall be maintained for a period of two years
and shelt show the date of each transfer, the
quantity of depleted uranium in each product
or device transferred, and compliance with the
reporting repost requirements of this Section.

Ri2-1-313 R12-1-312. Issuance of Specific Licenses

A.

C.
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Upon a determination that an application meets the require-
ments of the Act and the rules reguletions of the Agency, the
Agency shall will issue a specific license authorizing the pro-
posed activity containing conditions and limitations as it
deems appropriate or necessary.

The Agency may incorporate in any license at the time of
issuance, or thercafter by appropriate rule, regwistion; or
order, additional requirements and conditions with respect to
the licensee's recexpt, ;)ossessmn, use, and transfer of radxoac-
tive material

er-aeeesssry in order to:
1. No change.

2. Require reports and the record keeping keeping—ef
recerds, and to provide for inspections of activities
under the license as may be appropriate or necessary;
and

3. Nochange.

Prelicensinginspeetion The Agency may verify information

contained in 3p application appheations and secure additional
information deesmed necessary to make 2 reasenable determi-

nation on issuance of as-te-wwhetherto-issue a license and
whether any special conditions shouldbe attached to the

license. The Agency may inspect thereto-by-visiting the facil
ity or location where radicactive matetials would be pos-
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Ri3-4-334 RI2:1-313. Specific Terms and Conditions of

Licenses

A. Each license issued ynder pursusntte this Article is shall-be
subject to all provisions of A.R.S. Title 30, Chapter 4 the-Aet;
now-or-hereafies-in-effect, and to all rules, regulations. and
orders of the Agency.

B. A lHcensee shall not transfer, assign, or in any manner dispose
of a Ne license issued or granted under this Article or 3 and
76 right to possess or utilize radioactive material granted by
any license issued under pussuant—te this Article shell-be
wronsfer-of -control-of-any-Heense—to-sny-persen unless the
Agency shall, after securing fuli information, finds find that
the transfer is consistent with the Ageney’s statutes and rujes,
and gives in-pecordanve-with-the-provisions-of the-Aet-ond
shailgive its consent in writing.

C. Each person licensed by the Agency under purssant-to this
Article shall confine the use and possession of the material
licensed to the locations and purposes authorized in the
ficense. C.

D. No change. D.

E. Nochange.

I. Nochange.
a.  No change.
b. Nochange,
¢.  No change.
2.  Nochange.
a.  Nochange
b.  No change.
¢. The date efthe-filing-of the petition was filed.

RiZ-1-315 R12-1-314. Expiration of License Iieenses

Except as provided in R12-1-315(B), each specific license expires

shali-expire at the end of the day, in the month and year stated on

the license therein,

Ri2-1-316 R12-1-318, Renewal of License

A. An applicant shall file an application Applications for
renewal of g specific license Heenses-shall be-filed according
1o in-secordanee-with R12-1-308,

B. Inany case in which a licensee, not less than 30 days prior to
expiration of the existing license, has filed an application in
proper form for renewal or for 2 new license authorizing the
same activities, the existing license does shall not expire until
a final determination ioath
mined by the Agency.

Ri2-3-337 R12:1-316. Amendment of Licenses at Request of

Licensee

An applicant shall file an application Applieations for amendment

of a specific license shatl-be-fited by complying with in-seceer

danee-with R12-1-308 and specifving shall-specifi-the-respects-in
bk the 4t o e i I edand the
grounds for the amendment.

Rii-1-318 R12-1-317. ARRA Action on Applications to Renew

or Amend

in considering an application by 2 licensee to renew or amend a

specific the license, the Agency shall wilt apply the criteria set

forth in R12-1-309, and R12-1-310, or R12-1-311 as applicable.
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sessed or used, and discuss by-diseussing details of the pro-
posed possession or use of the radioactive materials with the
applicant or representatives designated by the applicant.

Ri2-1-318 R12-1-318. Transfer of Radioactive Material
A. A licensee shall not Ne-licensee-shall transfer radioactive

material except as authorized under pursaant-te this Section.

Except as otherwise provided in the license and subject to the

provisions of RIZ-1-318-C—and-D. subsections (C) and (D),

any licensee may transfer radioactive material:

1. Tothe Agency; enty after receiving prior approval from
the Agency;

2. No change.

3. To any person exempt from the rules regulations in this
Article to the extent permitted under the sueh exemp-
tion;

4. To any person authorized to receive radioactive such
material under terms of a general license or its equiva-
lent, or a specific license or equivalent licensing docu-
ment, issued by the Agency, the U.S. Nuclear
Regulatory Commission, or any Agreement State or
Licensing State, or to any person otherwise authorized
to receive radioactive sueh material by the Federal Gov-

ernment or any agency of the Federal Government
thereof, the Agency, any Agreement State or Licensing

State, or
5. No change.
No change.

The fransferor shall use one or more of the following meth-
ods for the verification required by RI2-+-348:C: _subsection
(C) are accepiable:

1. The transferor shall possess maw-heve-in-pessession, and
read, a current copy of the transferee's specific license or
registration certificate;

2. The fransferor shall possess say-heve-in-possession a
written certification by the transferee that the transferee
he is authorized by license or registration certificats to
receive the type, form, and quantity of radioactive mate-
rial to be transferred, specifying the license or registra-
tion certificate number, issuing agency, and expiration
date; .

3. For emergency shipments the transferor shall may
accept oral certification by the transferee that the trans-
feres e is authorized by license or registration certifi-
cate to receive the type, form, and quantity of
radioactive material to be transferred, specifying the
license or registration certificate number, issuing
agency, and expiration date; provided:that the oral certi-
fication is confirmed in writing within ten days;

4. The transferor shall mey obtain information equivalent
that in subsection (D){1) to (3) ethersourees-of informa-
tier compiled by a reporting service from official
records of the Agency, the U.S. Nuclear Regulatory
Commission, or the licensing agency of an Agreement
State or Licensing State regarding ss—te the identity of
any licensee, ef-ficensees and the scope and expiration
date of any ticense, repistration, or certificate dates-of
Heenses-and-registration; or

5. When none of the methods of verification described in
Ri2-+-31&D3—te—hsubsections, (D) (1) to (4) are
readily available or when a transferor desires to verify
that information received by one of the ahove such
methods is correct or up-to-date, the transferor shall
may obtain and record confirmation from the Agency,
the U.S. Nuclear Regutatory Commission, or the licens-
ing agency of an Agreement State of Licensing State
that the transferee is licensed to receive the radioactive
material.
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E. A transferor shall prepare and Preparation-for-shipment-and
transport of radioactive material shat-be as prescribed in in

aecordenee-with-the provisions of 12 A.AC. 1, Article 15 of
this-Chaepter.

Ri3-1-328 R12-1-319. Modification, Revocation, and Termi-

nation of Licenses

A. Theterms and conditions of all licenses gre shall-be subject to
amendment, revision, or modification er-the license may be
suspended or revoked by reason of amendments to the

Agency’s statutes-Act-er-byreasenof rulesryegulations; and
orders issued by the Agency.

B. The Agency may revoke, suspend, or mockfy any Asy license
in whole or in part,

for any raterial false statement in the application; er any
omission or misstatement statement of fact required by stat-

ute, rule, or order underprovisions-of-the-Aet, or because of
conditions revealed by the sueh application or statement-of
fact-or any report, record, or inspection or other means that
swhich would cause warrant the Agency to refuse to grant a
license; er-a-eriginal-epplieation; or any fer violation ofies
faﬂufe»te-ebsefv&&w&e license terms and conditions, .or

the remainder of the calendar year, following the receipt

of the initial notification from a person engaging in

activities under the general license provided in Riz-t-

320 this Section;

3. The out-of-state licensee complies with all applicable
statutes and rules Regulations of the Agency and with
all the terms and conditions of the license, except those
eny-suech terms and conditions which-mey-be inconsis-
tent with applicable statutes and rules Regulations of the
Agency;

4.  The out-of-state licensee supplies any suek other infor-
mation a5 the Agency requests smey-request; and

5. The out-of-state licensee does shedl not transfer or dis-
pose of radioactive material possessed or used under the
general license provided in this Section except by trans-
fer to a person:

a.  Specifically speeificaliy licensed by the Agency, or
by the U.S. Nuclear Regulatory Commission to
receive the radipactive sueh matenaL or

b. Exempt
for-such-meteriad under R12-1-303(A).

the Agency’s statutes, rules. or orders of-the-Aet-or-ofthe B, Notwithstanding the provisions of Ri2-1-320-A RI2-1-

C. Except in cases of willfulness or those in which the public

health, interest, or safety requires otherwise, the Agency shall

not modify, suspend, or revoke a license ne-ticense-shall-be

medifieds-suspended-or-reveoked unless, prior to the institu-

tion of proceedings #herefer, facts or conduct which may

warrant such action shalt have been called to the attention of

the licensee in writing and the licensee has shali-bave been

accorded an oppomzmty to demonstrate or achieve compli-
ance

D. The Agency may terminate a spemﬁc lcense upon written

request subsmitted by the licensee te-the-Ageney-in-writing.
Ri2-3-321 R12-1-320. Reciprocal Recognition of Licenses ¥or

A. A peneral license is established by the Agency to perform
specific licensed activities in Arizona for a period not to
exceed 180 days in anv calendar year to any

Hubieet-to-these
Reguiations—eay person who holds a specific license for
activity involving the use of radioactive material from the

1.8, Nuclear Regulatory Commission. Licensing State, or
any Agreement State, and-issued-by-the-ageney having juris-
diction where the licensee maintains an office for diracting
the licensed activity and at which radiation safety records are

rzormaliy mamtmned *&-hereby—gf&atedmangefm}-}reease—te

e&ieaéaf—yeﬂf provided that:
The licensg Heensing-document does not limit the activ-
ity autherized-by-sueh-doeument to specified instafla-

tions or locations:

2. The out-of-state licensee notifies the Agency in writing
at least 3 shree-{33-days prior to engaging in the licensed
such activity. The Sueh notification shall indicate the
location, period, and type of proposed possession and
use within the State, and shall be accompanied by a
copy of the pertinent lcensing document. H, for a spe-
cific case, the 3 three-(33 day period would impose an

undue hardship on the out-of-state licensee, the licensee C.

may, upon application to the Agency, obtain permission
1o proceed sooner. The Agency may waive the require-
ment for filing additional written notifications during
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320.A...a general license is established by the Agency to
manufacture, install, transfer. demonstrate, or service a

device described in R12-1-306(B)}(1)_to_any person who
holds a specific license issued by the U.S. Nuclear Regula-
tory Commission, Licensing State, or an Agreement State
authorizing the same activities within areas subject to the

Jjurisdiction of the licensing body, is-hereby-granted-apenerat
éeﬁee—m-ﬂﬂs-siaf;%e provid’ed that

1. The person files a report

Such-person-shatl-file-s-report
with the Agency within 30 #hirty-{30} days after the end
of each calendar quarter in which any device is trans-
ferred to or installed in this State. Each sueh report shall
identify the eaeh general lcensee to whom the sueh
device is transferred by name and address, the type of
device transferred and the quantity and type of radioac-
tive material contained in the device;

2. The device has been manufactured, labeled, installed,
and serviced according to in-secordenee-with the appli-
cable provisions of the specific license issued to the
such person by the U.S. Nuclear Regulatory Commis-
sion or an Agreement State;

3. The person entering the state ensures Suel-person shall

assure that any labels required to be affixed to the device
under rules Regulations of the authority which licensed
manufacture of the device bear the following statement:
a-statement-thet “Removal of this label is prohibited™;
and

4. The holder of the specific license furnishes shall

fore thed 1 o
is-instatled a copy of the general license contained
in R12~1 -306(B), or equivalent rules of the Agency

having jurisdiction over
the manufacture or distribution of the device to
each peneral licensee to whom the licensee trans-
fers the device or on whose premises the device is
installed.

The Agency may withdraw, limit, or qualify the acceptance

of any specific license or equivalent [icensing document

issued by another agency, or any product distributed under
pursuant-to a license such-Heensinpg-doeument, upon deter-
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mining that an sueh action is necessary in-erder to prevent
undue hazard to public health and safety, or property.

&

B
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Ri2-3-322 R12-1-321. Preparation of Radioactive Material for
Transport

A Ne licensee shall got deliver any radioactive material 1o a car-
rier for transport, unless the licensee complies with the provisions
of 12 A.AC. 1. Asticle 15.

Ri2-1-323 R12-1-322. The Need for an Emergency Plan for
Response to a Release of Radioactive Material.
A. For purposes of this rule “Emergency Plan” means a proce-

dure that will be followed when an accident occurs involving
licensed radioactive materials for which responses by offsite
response organizations. such as police, fire, and medical
organizations, might be needed.

#=B. Each application to possess radioactive materials in unsealed

form, on foils or plated sources, or sealed in glass in excess of
the quantities in Exhibit ID. “Radioactive Material Quantities
Requiring Consideration for an Emergency Plan” Schedule-l

anfiting o T ot oo n o Mdntacial T oaeinie o &
B Beion 3 3% el &

Release;™ shall contain
1. Nochange.
2. Nochange.

B-C. One or more of the following factors may be used to support
an evalvation submitted under Paragraph—Aci-subsection
{BY1Yefthis Section:

either:

1. Nochange.
2. No change.
3. The release fraction in the respirable size range would

be lower than the release fraction shown in Exhibit D
ScheduleE: due to the chemical or physical form of the
material;

4. The solubility of the radioactive material would reduce
the dose received;

5. Facility design or engineered safety features in the
facility would cause the release fraction to be jower than
shown in Exhibit I Sehedule-B:;

6. Operating restrictions or procedures would prevent a
release fraction as large as that shown in Exhibit D
Schedale ¥ or

7. No change.

&:D, An emergency plan for responding to a release of radioactive
material submitted under 2 i tort sub-~
section (BY2) shall include the following information:
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= A brief description of the lcensee's
facility and areas near the site that could expose a mem-
ber of the public to a dose equal to or greater than the
levels expressed in : sub-

section (AY1).

Types—of-seeidents: An identification of each type of
radioactive materials accident for which protective
actions may be needed.
Classifieation-of-seeidents: A classification system for
classifying accidents as alerts or site area emergencies.
Detestion-of-necidents: Identification of the means of
detecting each type of accident in a timely manner.
Mitigation-of-consequences: A brief description of the
means and equipment for mitigating the consequences
of cach type of accident, including those provided to
protect workers on-site, and a description of the pro-
gram for maintaining the equipment,
Assessment-ofreleases: A brief description of the meth-
ods and equipment used to assess releases of radioactive
materials,
Respensibilities: A brief description of the responsibili-
ties of licensee personnel responsible for promptly noti-
fying offsite response organizations and the Agency;
also responsibilities for developing, maintaining, and
updating the plan.
Netifieation-and-coordination: A commitment to and a
brief description of the means to promptly notify offsite
response organizations and request off-site assistance,
including medical assistance for the treatment of con-
taminated and injured injure on-site workers when
appropriate. A control point shall be established. The
notification and coordination shail be planned so that
unavailability of some personnel, parts of the facility,
and some equipment will not prevent the notification
and coordination. The Hcensee shall also commit to
notify the Agency immediately after notification of the
appropriate off-site response organizations and not later
than 1 ese hour after the licensee declares an emer-
gency.
information-to-be-communicated: A brief description of
the types of information on facility status, radioactive
releases, and recommended protective actions, if neces-
sary, to be given to off-site response organizations and
to the Agency.
Fraining: A brief description of the frequency, perfor-
mance objectives, and plans for the training that the lic-
ensee will provide workers on how to respond to an
emergency including any special instructions and orien-
tation tours the licensee would offer to fire, police, med-
ical, and other emergency personnel. The training shaill
familiarize personnel with site-specific emergency pro-
cedures. Also, the training shall thoroughly prepare site
personns} for their responsibilities in the event of acci-
dent scenarios postulated as most probable for the spe-
cific site, including the use of team training for such
seenarios.
Safe-shutdewn: A brief description of the means of
restoring the facility to a safe condition after an acci-
dent.
Exereises: Provisions for conducting quarterly commu-
nications checks with off-site response organizations
and biennial on-site exercises to test response to simu-
lated emergencies. Quarterly communications checks
with off-site response organizations shall include the
verifying and updating of all necessary telephone num-

bers. The licensee shall invite off-site response organi-
zations to participate in the biennial exercises. Their
participation is not required. Exercises shall use acci-
dent scenarios posmiated as most probable for the spe-
cific site and the scenarios shall not be known to most
exercise participants. The licensee shall critique each
exercise, using individuals without set-baving direct
implementation responsibitity for the plan. Critiques of
exercises shali evaluate the appropriateness of the plan,
emergency procedures, facilities, equipment, training of
personnel, and overall effectiveness of the response,
Deficiencies found by the critigues shall be comrected.

13. Herzerdeus—chemienals: A certification that the applicant
has met its responsibilities in AR.S. §§ 26-341 through
26-353 (emergency Plamning and Community
Right-to-Know Act of 1986}, if applicable to the appli-
cant's activities at the proposed place of use of the radio-
active material.

B-E.No change.

R12-1:323.

Financial Assurance and Record Keeping for

Decommissioning

A.

=

=
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For purposes of this rule:

L “Decommissioning” means to remove a_radioactive
material use facility safely from servige and to reduce
residual radioactivity to a level that permits release of
the property for unrestricted use and termination of the

radioactive material use license.
&

‘By-product material” as used in 10 CFR, 30._means
“radicactive material” which is defined in AR.S, §30-
651.

“Facility” means the entire site of radioactive material
use, or any separate byjlding or outdoor area where it is
used.

4. “Appendix B to Part 30" as used in 10, CFR, 30, means
AppendixE in 12 A.A.C. 1. Article 4.

3. “Financial security” means having a net worth of pot
less than $10.000

When applving, each nongovernment applicant for specific
license authorizing the possession and use of radioactive
material, and each nongovernment holder of a license to pos-
sess and use radioactive material issued before the effective
date of this rule, shall sybrmit to the Agency certification of
financial security, as required in AR.S. §30-672(H),

1. Each affected licensee shall submit certification of
financial security no later than 3 months following the

effective date of this rule,

2. Licensees required to meet the requirements in subsec-
tion (C) are exempt from the requirements in this sub-
section.

When applying, each applicant for a specific license autho-

rizing the possession and use of radioactive materisl. and

each holder of a license to possess and use radioactive mate-
rial issued before the effective date of this rule, shall submit
to the Agency a decommissioning funding plan or certifica-

tion of financial assurance meeting the requirements in 10

CER Part30.35 or 40.36, 1998 Edition. published January 1,

1998, incorporated by reference and on file with the Agency
and the Office of Secretary of State, This incorporation b

reference contains no future editions or amendments. Each

effected licensee shall submit the plan or certification no later
than 3 months following the effective date of this rule.

Each licensee required to_provide financial assurance for
decommissioning a radioactive material, facility under this
rule shall maintain records of information important to the
safe and effective decommissioning of the facility in an iden-
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tified location unti} the license is terminated by the Agency.
The licensee shall maintain the following records during the
decommissioning process:

L

2

po

Je=t

1

o

o

Volume 4, Issue #37

Records of spills or other unusual oceurrences involving
the spread of contamination in and arcund the facilify,
equipment, and site. The licensee shall keep records
identifying the involved radionuclides and associated
quantities, forms, and concentrations.

As-built drawings showing modifications of structures
and_equipment in_restricted areas where radicactive
materials are used and stored. and locations of possible
inaccessible contemination. If drawings are not avail-
able, the licensee shall provide appropriate records
describing each location of possible contamination,
Records of the cost estimate performed for the decom-
missioning funding plan or of the amount certified for
decommissioning, and records of the funding method

nsed for assuring funds if either 2 funding plan or certifi-
cation is used.

Decommissioning procedures:

Upon expiration or termination of licensed activities,
licensee shall begin decommissioning its facility within
60 days of notifving the Agency of the decision to dis-
continue licensed activities, or within 12 months of the
decision, submit to the Agency a decommissioning plan,
as prescribed in 10 CFR Part 30.36(g)1), 1998 Edition,
published Jaruary 1. 1998, incorporated by reference
and on file with the Agency and the Office of Secretary
of State, containing no future editions or amendments,

and begin decommissioning upon approval of the plan if
the license has expired or no licensed activities have

been conducted at the licensee’s facility for a period of
24 months.

In.addition to the notification requirements in subsection
{EX1), the licensee shall maintain in ¢ffect all decom-
missioning financial assurances required by this Sec-
tion. The financial assyrances shall be increased or may
be decreased as appropriate to cover the cost estimate
established for decornmissioning in subsection (E)X(1).

a.  Any licensee who has not provided financial agsur-

ance to cover decommissioning shall do so 1 vear
from the effective date of this rule,

b. The licensee may reduce the amount of the finan-
cial assurance following approval of the decom-
missioning plan, provided the radiological hazard
is decreasing and the licensee has the approval of
the Agency.

The Agency shall extend the time periods established in

subsection (EX1) if a new time period is in the hest

interest of public health and safety.

a, The licensee shall submit the request for the change
no later than 30 days before the notification time
frame gnecified in subsection 1).

b.  If appropriate, the schedule for decommissioning
activities, specified in subsection (E)1), shall not
commence until the Agency has made a determina-
tion _on_the request described in subsection
{EX3)a).

Except as provided in subsection 5), the licensee

shall complete decormmissioning of a facility as soon ag

practicable but no later than 24 months following the
initiation_of decommissioning: and except as provided
in subsection (EX(S), when decommissioning involves
the entire facilitv. the licensee shall request license ter-

[

mination as spon_as practicable but no later than 24
months following initiation of decommissioning,

The Agency shall approve a request for an alternate
schedule for completion of decommissioning and
license termination if the Agency determines that the
alternative is warranted by consideration of the condi-
tions specified in 10 CFR. 30.36(3), 1998 Edition, pub-
lished January 1. 1998 incorporated by reference and on
file_with the Apency and the Office of Secretary of
State, containing no firture editions or amendments.

Ags a final step in decommissioning, the licensee shall
meet the requirements specified in 10 CFR Part 30.36(),
1998 Edition, published January 1. 1998, incorporated
by reference and on file with the Agency and the Office

of Secretary of State, containing no future editions or
amendments.

Exhibit A Schedule-
Exempt Concentrations
No change.
Exhibit B ScheduleB
Exempt Quantities
No change.

LEPriEfrPer
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Radioactive Material

Antimony-122
Antimony-124
Antimony-125
Arsenic-73
Arsenic-74
Arsenic-76
Arsenic-77
Barium-131
Barium-140
Beryliium-7
Bismnuth-210
Bromine-82
Cadmium-109
Cadmium-115m
Cadmium-115
Calcium-43
Calcium-47
Carbon-14
Cerium-141
Cerium-143
Cerium-144
Cesium-~-131
Cesium-134m
Cesium~134
Cesium-135
Cesium-136
Cesium-137
Chlorine-36
Chlorine-38
Chromium-51
Cobalt-37
Cobalt-58m
Cobalt-58
Cobalt-60
Copper-64
Dysprosium-165
Dysprosium-166
Erbium~169
Erbium-171

Europium-132 (9.2 h)
Europium-152 (13 yr)

Europium-154
Europium-155
Fluorine-18
Gadolinium-153
Gadolinium-159
Gallium-72
Germanium-71
Gold-198
Gold-199
Hafnium-181
Holmium-166
Hydrogen-3
Indium-113m
Indium-114m
Indium-~115m
Indium-115
Todine-125
Todine-126
Todine-129
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Exhibit C Schedule-B

Col. IT

curies
0.01
0.01
0.01
0.1
0.01

Limits for Broad Licenses (R12-1-310.6<)

Radioactive Material

Iodine-131
Todine-132
Todine-133
{odine-134
lodine-135
Iridium-192
Iridium-194
Iron-55
Iron-59
Krypton-85

Krypton-87
Lanthanum-140
Lutetium-177
Manganese-52
Manganese-54
Manganese-36
Mercury-197m
Mercury-197
Mercury-203
Molybdenum-59
Neodymium-147
Neodymium-149
Nickel-59
Nickel-63
Nickel-65
Niobium-93m
Niobium-95
Niobium-97
QOsmium-185
Osmium-191m
Osmium-191
Osmium-193
Palladium-103
Palladium-109
Phosphorus-32
Platinam-191
Platinum-193m
Platinum-193
Platinum-~197m
Platinum-197
Polonium-210
Potassium-42
Praseodymium-142
Praseodymium-143
Promethium-147
Promethium-149
Radium-226
Rhenium-186
Rhenium-188
Rhodium-103m
Rhodium-1035
Rubidium-~86
Rubidium-87
Ruthenium-97
Ruthenium-~103
Ruthenium-1035
Ruthenium-106
Samarium-151
Samarium-153
Scandium-46
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Col. 1 Col. II

curie curies
0.1 0.001
10 0.1
1 0.1
10 0.1
1 0.1
i 0.1
10 0.1
10 0.1
1 0.1
100 1.
10 0.1
H 0.1
10 0.1
1 0.1
1 0.1
10 0.1
10 0.1
10 0.1
1 0.1
10 Q.1
10 0.1
10 0.1
10 0.1
1 0.1
10 0.1
1 0.1
1 0.1
100 1.
1 0.1
100 1
10 0.1
10 0.1
16 G.1
10 0.1
1 0.01
10 0.1
100 1.
10 0.1
100 1.
10 0.1
0.01 0.0001
i 0.01
10 0.1
i0 0.1
1 00.1
10 0.1
0.0t 0.0001
10 0.1
10 0.1
1,000 10
10 0.1
1 0.01
1 0.01
160 1.
1 0.01
10 0.1
0.1 0.001
1 s 0N
10 0.1
1 0.01
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Scandium-47
Scandium-48
Selenium-75
Silicon-31
Silver-105
Silver-110m
Sitver-111
Sodium-22
Sodium-24
Strontium-83
Strontium-83
Strontium-89
Strontium-90
Strontium-91
Strontium-92
Sulfur-35
Tantalum-182
Technetium-96
Technetium-97m
Technetivm-97
Technetium-99m
Technetium-99
Teliurium-125m
Teliurium-127m
Tellrium-127
Tellurium-129m
Tellurium-129
Tellurium-13im
Telturium-132
Terbium-160
Thallium-200
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Col. 1 Col. 11

curie curies
10 0.1
1 0.01
1 6.01
10 0.1
1 0.01
0.1 6.001
10 0.1
0.1 (.001
1 0.01
1,000 10
1 0.01
1 0.01
0.01 0.0001
10 0.1
10 0.1
100 0.1
1 0.01
10 0.1
10 0.1
10 0.1
100 I
1 0.01
1 0.01
1 0.01
10 0.1
1 0.01
100 1
10 0.1
1 0.01
1 0.01
16 0.1

Radipactive Material
Thallium-201
Thallium-202
Thallium-204
Thulium-170
Thulium-171
Tin-113
Tin-125
Tungsten-181
Tungsten-185
Tungsten-197
Vanadium-43
Xenon-131m
Xenon-133
Xenon-135
Yiterbium-~175
Yitrium-90
Yitrium-91
Yitrium-92
Yitrium-93
Zinc-65
Zinc-69m
Zinc-69
Zirconium-~93
Zircontum-95
Zirconium-97
Any radioactive material
other than source material
special nuclear material,

or alpha emitting radicactive

material not listed above
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Col. 1

curie

10
10

ot € a et bk bt ek et et

1,000

0.1

Col. I
cyries
0.1
0.1
0.01
0.01
0.01
0.01
0.01
0.01
0.01
0.1
0.01

10
1.
1.
0.1
0.01
0.01
0.1
0.01
0.01
0.1
1.
0.01
0.01
0.01

0.001
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Actinium-228
Americium-~241
Americium-242
Americium-243
Antimony-124
Antimony-126
Barium-133
Barium-140
Bismuth-247
Bismuth-210
Cadmium-149
Cadminm-113
Calcium-45
Californium-252
Carbon-14

Cerium-141
Cerium-144
Cesium-134
Cesium-137
Chlorine-36
Chromium-51
Cobalt-60
Copper-64
Curium-242
Curium-243
Curium-244
Curium-243
Euwropium-152
Europium-154
Europium-1535
Gadolinium-153
Germanium-68
Gold-198
Hafnium-172
Hafnium-181
Holmium-166m
Hydrogen-3
Indium-114m
Iodine-125
fodine-131
Iridium-192
fron-55

Iron-59
Krypton-85
Lead-210
Manganese-56
Merecury-203
Molybdenum-99
Neptunium-237
Nickel-63
Nioblum-94
Phosphorus-32
Phosphorus-33

Exhibit D SCBEBULE E
Radioactive Material Quantities Requiring Consideration for an Emergency Plan (RE2-1-323 R12-1-322)
Quantity (Ci) Radioactive Material Release Fraction  Quantity (Ci)
4,000 Polonium-210 .01 10
2 Potassium-42 01 9,000
2 Promethinm- 145 .01 4,000
2 Promethium-147 .01 4,000
4,000 Ruthenium-106 .01 200
6,000 Samarium-151 .01 4,000
10,000 Scandium-46 01 3,000
30,000 Selenium-75 01 10,000
5,000 Sitver-110m .01 1,000
600 Sodium-22 .01 9,000
1,000 Sodium-24 .01 10,000
80 Strontium-89 i3 3,000
20,000 Strontium-90 01 90
9 (20 mg) Sulfur-35 3 900
50,000 Technetium-99 .01 10,000
Technetium-99m 01 400,000
10,000 Tellurium-127m 01 5,000
300 Tellurium-129m .01 5,000
2,000 Terbium-160 .01 4,000
100 Tin-113 01 10,000
300,000 Tin-123 .01 3,000
60 Vanadium-48 .01 7,000
3 Xenon-133 1.0 900,000
4 Yitrium-91 .01 2,000
5 Zinc-65 K 5,000
500 Zirconium-93 01 400
400 Zirconium-93 .01 5,000
3.000 Any other beta-gamma emitter 01 10,000
5’ 000 Mixed fission products 0 1,000
2’ 000 Mixed corrosion products 01 10,000
3 0’ 000 Contaminated equipment
’ 400 beta-gamma 001 16,000
7000 Irradiated material, any ‘form
’ other than solid non-
100 combustibie 01 1,000
20,000 Irradiated material, solid
1,000 noncombustible .001 10,000
10 Mixed radioactive waste,
10 beta-gamma .01 1,000
40,000 Packaged packaged mixed waste, beta
40,000 gamma 001 10,600
7,000 Any other alpha emitter .00 2
6,000,000 Contaminated equipment, alpha 0001 20
8 Packaged waste, alpha 0001 20
60,000 Combinations of radicactive materials listed above:
10,000 For combinations of radioactive materials, consideration
30.000 of the nec_d for an emergency plan is required if the sum
? 5 of the ratios retions of the quantity of each radioactive
material avthorized to the quantity Hsted for that mate-
29:228 rial in Exhibit D SeheduleE exceeds | ore.
Y
100 NOTE: Waste packaged in Type B comtainers does not
1,000 require an emergency plan.
Page 2494 September 11, 1998
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Release Fraction

0.001
001
{001
001
01
01
01
01
01
.01
01
.01
.01
.001
.01

Non CO

01
.01
01
01
5
01
001
.01
001
001
001
001
01
1
01
.01
01
.01
.01
01
.01
5
03
3

5
001
01
01

1.0
B3|
M
01
ki
001
0
01
5
5
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Exhibit E
Application Information
1. Radioactive Material (RAM) Specific License Application
Information
An applicant shall provide the following information in a specific
license application before a license is issued to the applicant, The
Agency shall provide an application form to an_applicant with a

guide, when possible, to_insure that correct information is pro-
vided in the application:

Name and mailing address of applicant Use location
Contact person Telephone number
Users of RAM Training of users
Radiation Safety Officer identity (RSOVDuties of RSO

Description of RAM and uses Description of radia-
tion detection/mea-

surement instru-
ments and their
calibration
Personnel monitoring Bicassay program
Facility description Survey program
Leak test program Records manage-
ment program
Instruction to personnel Waste disposal
program
Emergency progedures Procedures for ordering.
receiving, and opening
packages

Description of animal use  Licensing fee provided with
application
Copy of Jetter-of-intent
to local governing body Description of ALARA
and quality management
programs

Certifving signature-

Legal strocture of licensee’s

operation
R12-1-310, R12-1-311. R12-1-312.

RI12-1-511, R12-1-703, and R12-1-1721
£. Radioactive Material (RAM) General License Application
Information
An applicant shall provide the following information on a registra-
tion. certificate. The certificate will be validated and returned to
the applicant if the information provided is complete.
Name and address Telephone number
Where will the radioactive
material be used

Description of radioactive
material use

Aunthorizing signature and

Description of transportation
procedures

Other licensing requirements
listed in;

Address of use Jocation

Date

pripted name Position of person signing
the form
ARTICLE 4, STANDARDS FOR PROTECTION AGAINST
TONIZING RADIATION
R12-1-407. Radiation Protection Programs
A. No change.
B. No change.
C. No chanpe.
D. Records.
1. No change.
a. No change.
b. No change.
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2. The licensse or registrant shall retain the records

required by subsection subparagraph (D)(1)(a) above for

3 three years after the termination of the license or regis-
tration. The licensee or registrant shall retain the records

required by gubsection subparagraph (D)(1}(b) above
for 3 three years after the record is made.

3. Thefollowing licensees and registrants are exempt from
the record requirements contained in this sybsection:
B6-General Medical D15-Possession Only
C9-Gas Chromatograph E2-X-ray Machine

classB
C10-General Indystrial E3- X.ray Machine
class C
R12-1-408. Occupational Dose Amounts for Adults
A, Nochange.
B. No change.

C. The assigned deep-dose equivalent and shallow-dose equiva-
lent is, shati-be for the portion of the hody receiving the high-
est exposure, determined as follows:

1. No change.

2. When a protective apron is worn and monitoring is con-
ducted as specified in R12-1-419(B) x
the effective dose equivalent for external radiation shall
be determined as follows:

a. When only one individual monitoring device is
used and it is located at the neck outside the protec-
tive apron, and the reported dose exceeds 25% of
the limit specified in R12-1-408(A), the reported
deep-dose equivalent value multiplied by 0.3 is
shall-be the effective dose equivalent for external
radiation; or

b. 'When individual monitoring devices are worn,
both under the protective apron at the waist and
outside the protective apron at the neck, the effec-
tive dose equivalent for external radiation is shalt
be assigned the value of the sum of the deep-dose
equivalent reported for the individual monitoring
device located at the waist under the protective
apron multiplied by 1.5 and the deep-dose equiva-
lent reported for the individual monitoring device
located at the peck outside the protective apron

multiplied by 0.04.
. Nochange.
E. No change.

F. The licenses or registrant shall reduce the dose that an indi-
vidual may-be-aHlewed-te receive in the current year by the
amount of occupational dose received while employed occu-
pationally as a radiation worker by all previous employers.
See R12-1-412.

R12-1-409. Cemplianeewith-Requirements-for Summation

of External and Internal Doses
A. If the licensee or registrant is required to monitor according
1o pussuant-do both R12-1-419(B) and (C) RI2-1-419(AYand
83, the Hcensee or registrant shall add demensteate-compli-
; izni ing external and internal
doses, and use the sum to demongtrate compliance with dose
limits. If the licensee or registrant is required to monitor only
according purswent to R12-1-419(B)AY or only pursuant-te
according to R12-1-419 (C) R421-419-(BY, then summation

is not required to demonstrate compliance with the dose lim-
its. The licensee or registrant may demonstrate compliance
with the requirements for summation of external and internal

doses according pursuant to subsections (B), (C), and ()
betovw. The dose equivalents for the lens of the eye, the skin,
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and the extremities are not included in the summation but are
subject to separate limits (See R12-1-408(A)(2)).

B. Intake-byinhelation: If the only intake of radionuclides is by
inhalation, the total effective dose equivalent limit is not
exceeded if the sum of the deep-dose equivalent divided by
the total effective dose equivalent limit, and one of the fol-
lowing, does not exceed unity (one):

1. No change.

2. No change.

3. No change.
C. Intake-by-oral-ingestion: If the occupationally expesed indi-
vidual also receives an intake of radionuclides by oral inges-
tion greater than 10% of the applicable oral ALL the licensee

or registrant shall account for this intake and include it in
(iemonstratmg comphance w1th the hmits

B3 breugh-sldn: The lic-
ensee or reglstrant shall evaluate and to the “extent practical,
account for intakes through wounds or skin absorption. The
intake through intact skin has been included in the calculation
of DAC for Hydrogen-3 and does not need to be evaluated or
accounted for pursnant to this subsection.

Ri2-1-411. Determination of Internal Exposure
A. Nochange.
1. Nochange.
2. Nochange.
3. Nochange.
4. No change.
B. Nochange.
C. Nochange.
1. No change.
2.  Nochange.
3. 'Nochange.

D. Ifthe licensee or registrant chooses to assess intakes of Class
Y material using the measurements given in subsection
Red2-4-44HAX2) or (3), the licensee or registrant may delay
the recording and reporting of the assessments for periods up
to seven months, unless ctherwise required by R12-1-444 or
R12-1-445. This delay permits the licensee or registrant to
make additional measurements basic to the assessments.

E. If the identity and concentration of each radionuclide in a
mixture are known, the fraction of the DAC applicable to the
mixture for use in calculating DAC-hours is shell-be either:
1. No change.

2. Nochange.

F. Ifthe identity of each radionuclide in a mixture is known, but
the concentration of one or more of the radionuclides in the
mixture is not known, the DAC for the mixture jg shali-be the
most restrictive DAC of any radionuclide in the mixture.

G. When a mixture of radionuclides in air exists, a licensee or
registrant may disregard certain radionuclides in the mixture
ift
1. The licensee or registrant uses the total activity of the

mixture to_demonstrate 4 compliance
with the dose limits in R12-1-408 and to comply #n-eom-
plyins with the monitoring requirements in R12-1-419

RI2-1-43508), and
2. Nochange,
3. Nochange.
H. Nochange.
1.  Nochange.

2. Foran ALI and the associated DAC determined by the
nonstochastic organ dose limit of 0.5 Sv (50 rem), the
intake of radionuclides that would result in a committed
effective dose equivalent of 0.05 Sv (5 rem), that is, the
stochastic AL, is listed in parentheses in Table 1 of
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Appendix B. The licensee or registrant may, as a sam-
pling assumption, use the stochastic ALI to determine
committed effective dose equivalent. However, if the
licensee or registrant uses the stochastic ALIL the lic-
ensee of registrant shall also demonstrate that the limit

in R12-1-408{A)1)(b) Red2-3-486{AF1(b) is met.

R12-1-415. Deose to an Embryo/Fetus

A. The licensee or registrant shall ensure that the dose to an
embryo/fetus during the entire pregnancy, due to occupa-
tional exposure of a declared pregnant woman, does not
exceed 5 mSv (0.5 rem). Records shall be maintained aecord-
ing_to im—aceordanee—with R12-1.419(DY4) and (5)

B. The licensee or registrant shall make efforts to avoid substan-
tial variation above a uniform monthly exposure rate to a
declared pregnant woman se-as to satisfy the limit in subsec-
tion (A} above.

C. The dose to an embryo/fetus shall be taken as the sum of:

1. Nochange.

2. The dose to the embryo/fetus from radionuclides in the
embryo/fetus and radionuclides in the declared pregnant
womar.

D. If by the time the woman declares pregnancy to the licensee
or registrant, the dose to the embryo/fetus has exceeded 4.5
mSv (0.45 rem), the licensee or registrant is shatt-be deemed
to be in compliance with subsection (A) above, if the addi-
tional dose to the embryo/fetus does not exceed 0.5 mSv
(0.05 rem) during the remainder of the pregnancy.

RI12-1-418. Surveys and Monitoring
A. Each licensee or registrant shal! make, or cause to be made,
surveys that are necessary:
1. For Are-nesessary-for the licensee or registrant to com-
ply with Article 4, and

2. Under Are-neeessary—under the cucumstances to evalu-

ate:
a. No change.
b.  No change.

¢. No change.

B.&=No change.
1. Nochange.
2. Nochange.
C.B-No change.
D.¥:-Records.

1. Each licensee or registrant shall maintain records show-
ing the results of surveys and-ealibratiens-required by
this Section and R12-1-433(B). The licensee or regis-
trant shall retain these records for 3 three years after the

record is made,
2. No change.
a. Nochange.
k.  Nochange.
¢.  No change.
d.  No change.
RI2-1-419  Conditions Requiring Individual Monitoring of

External and Internal Occupational Dose

A. Each licensee or registrant shall monitor exposures from

sources of radiation at levels sufficient to demonstrate com-
pliance with the occupational dose limits of this Article. Asa
L i . Ball:
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B. —1~At a minimum each hce:nsce or, registrant

shall supply and require the
use of individual monitoring devices by:

L & Adults likely to receive, in 1 year from sources
external to the body, a dose in excess of 10 percent of
the limits in R12-1-408(A);

2. b Minors and declared pregnant women likely to
receive, in 1 year from sources external to the body, a
dose in excess of 10 percent of any of the applicable
limits in R12-1-414 or R12-1-415;

3. e Individuals entering a high or very high radiation
area; and

4, & Individuals working with open beam fluoroscopic
systems capable of delivering 2 stray radiation doge in
excess of 100uSv (1¢ mRem) in one hour at a distance
of 20 cm (7.9 in}) from the scattering medium. The
dosimeter shall be located on the person according to the
following requirements; ndividuals-woskine with-medi-
eab-fluorescopic-equipment:

af: An individual monitoring device used for the dose
to an embryo or # fetus of a declared pregnant
woman, according to r12-1-415(A) pursnant—ie
R12-1+-408-&A, shall be located under the protec-
tive apron at the waist. A qualified expert shall be
consulted to determine the dose to the embryo or #
fetus for the rare occasion in which this individual
monitoring device has a monthly reported dose
equivalent value in excess of 0.5 mSv (50 mrem).
For purposes of these rules regulations, the value to
be used for determining the dose to an embryo or #
fetus according to pursusst-te R12-1-415 (C)1),
for occupational exposure to radiation from medi-
cal fluoroscopic equipment is shell-be the value
reported by the individual monitoring device wormn
at the waist underneath the protective apron which
has been corrected for the particular individual and
her work environment by a qualified expert.

bi: An individual monitoring device used for eye dose
equivalent shall be located at the neck, or aa
unshielded location closer to the eye, outside the
protective apron,

cdik: When only one individual monitoring device is
used to determine the effective dose equivalent for
external radiation ageording o pursuantte R12.1-
408 (C)(2), it shall be located at the neck outside
the protective apron. When a second individual
meonitoring device is used; for the same purpose, it
shall be located under the protective apron at the
waist. (Note: The second individual monitoring
device is required for a declared pregnant woman.).

£.2: At As a minimum, each licensee or registrant shall monitor,

to determine compliance with R12-1-411, the occupational

intake of radicactive material-by and assess the committed

effective dose equivalent to:

Ll Adults likely to receive, in 1 year, an intake in excess of
10 percent of the applicable ALI in Table I, Columns 1
and 2, of Appendix B; and

2. Minors and declared pregnant women likely to receive,
in 1 year, a committed effective dose equivalent in
excess of 0.5 mSv (0.05 rem).

B.3- Records.

La: Each licensee or registrant shall maintain records of
doses received by all individuals for whom monitoring

is required according to puwrsuantie this Section, and
records of doses received during planned special expo-

R12-1-442,

sures, accidents, and emergency conditions. Assess-

ments of dose equivalent and records made using units
in effect before January 1, 1994, need not be changed.

These records shall include, when applicable:

air The deep dose equivalent to the whole body, eve
dose equivalent, shallew dose equivalent to the
skin, and shallow dose equivalent to the extremi-
ties;

b The estimated intake of radionuclides, see R12-1-
409;

i The committed effective dose equivalent assigned
to the intake of radionuclides;

d.#v- The specific information used to calculate the com-
mitted effective dose equivalent according fo pus-
suaatte R12-1-411 (C);

¢¥- The total effective dose equivalent when required
by R12-1-409; and

fa% The total of the deep dose equivalent and the com-
mitted dose to the organ receiving the highest total
dose.

2.b: The licensee or registrant shall make entries of the
records specified in Peragraph-G~t~subsection (DI 1)
sbove, at intervals not to exceed 1 year.

3.6- The licensee or registrant shall maintain at the inspec.
tion site the records specified in Paragraph-€-1- subsec-
tion (DY) sbeve, on Agency Form Z (available from
the Agency), in accordance with the instructions for
Agency Form Z, or in clear and legible records contain-
ing all the information required by this subsection.

4.4: The licensee or registrant shall maintain the records of
dose to an embryo or / fetus with the records of dose to
the declared pregnant woman. The declaration of preg-
nancy, including the estimated date of conception, shall
also be kept on file, but may be maintained separately
from the dose records.

3.e- The licensee or registrant shall retain each required form
or record for 3 three years after the Agency terminates
each pertinent license or registration requiring the
record.

Agency Inspection of Shipments of Waste

Each shipment of waste to a Heensed disposal facility, licensed
under R12-1-1302(D(11), is sheil-be subject to inspection by the
Agency prior to shipment. The waste shipper shall notify the
Agency not less than 3 five working days prior to the scheduled
shipment of the intent to transport waste to the licensed land dis-

posal facility.
R12-1-449. Survey Instruments
A. Each licensee or registrant shall ensure that survey instru-

=

oh
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ments used to show compliance with this Article have been

calibrated before first use, annually, and following repair,

unless otherwise specified in this Chapter.

To satisfv the requirements of subsection (A), the licensee or

1. Foreach scale to be calibrated, calibrate 2 readings sep-
arated by at least 50 percent of scale ratine: and

2. Conspicuously note on the instrument the apparent radi-
ation level, in appropriate units for the type of survey
instrument being used. from a dedicated check source,
determined at the time of calibration, and the date of cal-
ibration.

Each Ncensee or registrant shall checkseach survey instru-

ment for proper operation with the dedicated check source
before gach use.
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The licensee or registrant shall retain a record of each calibra-
tion required in subsection (A) for 3 vears, The record shall
include:

A description of the calibration procedure; and

A deseription of the source uged, the certified dose rates
from the source, the rates indicated by the instrument
heing calibrated, the correction factors deduced from the

calibration data, the signature of the individual who per-
formed the calibration. and the date of calibration.

F. Tomeet the requirements of subsections (A)L.(B), and {C), the
licensee or registrant may obtain the services of persons
licensed or registered by the Agency. the NRC. an Agree-
ment State, or a Licensing State to_perform calibrations of
survey instruments. Licensing records of the service person
authorization shall be maintained for 3 years by the licensee
or registrant obtaining the service.

R12-1-45G. Sealed Source Requirements

A. Any licensee who possesses and uses sealed sources contain-
ing radioactive material shall follow the radiation safety and
handling instryctions approved by the Aeency. the 11.S.
Nuclear Regulatory Commission, or an Agreement State and
furnished by the manufacturer on the label attached to the
source, on the permanent container of the sources or in the
leaflet or brochure that accompanies the source, and maintain

B

licensing requirements, and the operating and
emergency procedures of the applicant

2. No change.
2. No change.
3. The applicant has will-heve an internal inspection pro-

gram systemp adequate to assure that Apency rules,
Agency license and repistzation provisions, and the
applicant’s operating and emergency procedures are fol-
lowed by radiographers, snd-radiographer’s assistants,
and enclosed radiography x-ray machine operators. The
inspection program system shall include the perfor-
manee-of internal inspections at intervals not to exceed 3
three months and inspection record retention the-reten-
tion-ofrecords-of such-inspeetions for 2 #we years;

4. The applicant submits to the Agency a description of the
overall orgamzatlonal structure of the instruction pro-
gram , including
specified delegations of authority and the responsibility
for operation of the program;

5. Nochange.

a.  No change.
b. No change.
¢.  Nochange.

6. No change.

the instrictions in a legible and conveniently available form. Ri2-1-341  Enclosed Radiography Using X-ray Machines

ence sources shall, unless otherwise specified, conduct a
physical inventory, at interyals not to exceed 6 months, o
account for all sealed sources of radioactive material received
and_possessed under a radigactive material license. The
records of the inventory shall be maintained for 3 vears from

B. Any licensee who possesses and uses calibration and refer- A.

No change.

1. No change.

2. Physical radiation surveys shall be performed with a
survey instrument appropriate for the energy range and
levels of radiation to be assessed and whiehhas-been
calibrated within the preceding 12 months

the date of the inventory, and shall be available for inspection =~ B  Cabinet x-ray systems not exempted in subsection (A)-above

by the Agency. The infommation recorded shall include the

kind_and quantity of radioactive materfal, the model apnd
serial number of the source or the device in which it is

mounted, the focation of the sealed source, the date of the
inventory, and the signature of the person performing the
invenfory.

C. Anv licensee who possesses and uses sealed sovrces in the
practice of medicine shall conduct a physical inventory
according to the requirements in 12 A A.C. 1, Article 7.

ARTICLE 5. RADIATION SAFETY REQUIREMENTS
FOR INDUSTRIAL RADIOGRAPHIC OPERATIONS

RI12-1-511. License and Registration Application Require-
ments For Industrial Radiography
If the licenses has satisfied In-additionte the licensing require-

ments set forth in R12-1-309, the Agency shall issue a specific ¢

license or registration for industrial radiography swill-be-issued
endy ift

1.  The applicant has prevides a program to provide previd-
ing the instruction specified in R12-1-521 for radiogra-
phers and assistant radiographers, or if applicable. a
program, to provide instruction to enclosed radiosraphy

x-ray machine operators. The applicant shall submit and
submits to the Agency a schedule or description of the

training program which specifies the:

a. No change.

b.  No change.

¢. Nochange.

d.  Means of testing to be used by the licensee or regis-
trant to determine a radiographer’s or assistant
radiographer’s knowledge and understanding of,
and ability to comply with the Agency’s rules and
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shall comply with the record keeping requirements ali-ether

applicable-previsions of this Article and the following special
requirements:

1. Nochange
2. Nochange.
3. Nochange
4. The registrant shall make, or cause to be made, evalua-

tions of each x-ray system to determine conformance
with this Article, prior to placing such systems into use
and thereafter at intervals not to exceed 3 theee months.
Records of such evalvations shall be retained for 2 twe
years, and

5. Physical radiation surveys to satisfy the requirements of
subsegtion (4) perasraph{43-abeve shall be performed
only with instrumentation meeting the requirements of
RI12-1-504.

The registrant shall ensure that shielded Shietded room x-ray

systems shall comply with thg record keeping all-ether-appli-

eable requirements of this Article and the following special

reguirements;

No change.

No change.

Each access point shall be provided with 2 #we inter-

locks, each on a separate circuit so that failure of 1 2

interlock will not affect the performance of the other;

No change.

The registrant shall make, or cause to be made, evalua-

tions of each shielded room x-ray system prior to plac-

ing the system into use and thereafter at intervals not to

exceed 3 months to determine conformation with this

Articte. Records of such evaluations shall be retained

for 2 tweo years.

6. No change.

Wby =
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No change.

No change.

An individual shall not Ne-individual-shall occupy the
interior of any shielded room enelesed x-ray system dur-
ing production of radiation; and

10. The registrant shall provide personnel mgnitoring
devices that meet the requirements of R12-1-523(C) 1o
te—&ad—requﬁe-ﬁ&e«-ase-e-f—-by each shielded room x-ray

machine operator, and regu:re that each operator use th
devwcs ad &P aRd-—sad B :

oo

fet-}ai'femea%sﬂf—m%-}-s%
11. The resistrant shall maintain records of;
a, uarterly inventories for mobile svstems. as

described in R12-1-506
b. Utilization of all systems. as described in R12-1-
507; and
Records shall be maintained for 3 vears from the
date of the inventory or ntilization,

I

ARTICLE 6. USE OF X-RAYS IN THE HEALING ARTS

R12-1-606. Fluoroscopic Systems instaHatiens
A, No change.
1. No change.
2. No change.
3. No change.
4. No change.
5. No change.
B. No change.
No change.
2. No change.
3. Nochange.
4. Nochange.
a. No change.
. No change.

D.

Septernber 11, 1998

¢. Compliance with gpbsection R—l%—}-é%(B)(tl)(a)
and (b} shall be determined with the image receptor
positioned 35.5 centimeters (14 inches) from the
panel or table top, at normal operating technical
factors and with the attenuation block in the usefil
beam for systems with image intensification.
No change.

No change.
2. No change.
a. Nochange.
b. No change.
3. Nochange.
a.  Nochange.
b. Nochange.
¢. No change.
d.  No change.
e. No change.
£ In a lateral-type fluoroscope, the exposure rate

shall be measured at a point 15 centimeters (3.9
18 inches) from the centerline of the x-ray table
and in the direction of the x-ray source with the end
of the beam-limiting device or spacer positioned as
closely as possible to the point of measurement. If
the tabletop is movable, it shall be positioned as
closely as possible to the lateral x-ray source, with
the end of the beam-Hmiting device or spacer no
closer than 15 centimeters (5.9 ++-8 inches) to the
centerline of the x-ray table.

The sogurce to skin distance shall not be less than: Seuree-te-
teiodi
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4+ TFhesouree-to-skindistonce-shall-not-bedess-than:

1.8 38 centimeters {15 inches) on stationary fluoroscopes
installed after the effective date of this Section;

2. 5:35.5 centimeters {14 inches) on stationary flucroscopes
which are in operation prior 10 the effective date of this
Section; January 2. 1996,

3. e 30 centimeters (11.8 inches) on all mobile fluoroscopes;
and

4. & 20 centimeters (8 inches) for image intensified fluoro-
scopes used for specific surgical application. The regis—
trant shall follow any precautionary measures in the
yﬁeﬁ_om_m,@nm %e*usef&-epef&mg—m&ﬂﬁa%

ek E g y ; oo,

Each fluoroscopic installation shall be subiect to all of the

following requirements for the control of stray radiation:

4+ Each-fluerescopic-instellation-shall-be-subject-to-all-of
tion:

L. A shielding device of at least 0.25 millimeter lead
equivalent shall be provided for covering the Bucky-slot
during fluoroscopy;

2. b Except for fluoroscopy performed using portable or
mobile C-arm systems G-Arm-PM-deviees-and during
surgical procedures, protective drapes, or hinged or slid-
ing panels; of at least 0.25 millimeters lead equivalent,
shall be provided between the patient and fluoroscopist
to intercept scattered radiation which would otherwise
reach the fluoroscopist and others near the machine, but
drapes and panels shall not be substituted for and
devices-shall-not-substitute-for-wearing-of a protective
apron; and

3. e- Protective aprons of at least 0.25 millimeter Iead equiva-
lent shall be worn in the fluoroscopy room by each per-
son, except the patient, whose body is likely to be
exposed to 30 gSw‘hr (5 mR/hr). SmRbe-or more 69
wEwhr,

No change,

1. No change.
2. No change
3. No change.
4. No change.
stems Mobtte-Huoroscopes—In-additie

ef—ﬂa&s—Se-e&en;—sys&ems unhzed for mobﬂe ﬂuoroscopy shail

be provided with image intensification.

R12-1-612. X-ray and Electron Therapy Systems with
Energies of 1 MeV and_Ahove electren-therapy-systems-with
energies-ofone-Meland-nbove
A. No change
1. No change.
a.  Nochange.
b, No change.

¢. Leakege-radistion-seasurements: Leakage radia-
tion measurements made at any point 1 meter from
the path of the charged particle between jts point of
origin and the target, window or scattering foil
shall meet the requirements of subsection(A)(1)(a)
and (b) when computed as a percentage of the dose
rate equivalent of the unattenuated useful beam
measured at | meter from the virtual source. Leak-
age radiation measurements at kach point shall be
averaged over an area up to but not exceeding 100
square centimeters (15.5 square inches).
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d.  The registrant shall maintain, for inspection by the
Agency, records which show leakage radiation

measurements for the life of the operation a-peried

ments.

No change.
No change.

No change,

No change.

No change.

No change.

No change.

No change,
o change.

No change

No change.

No change.

No change.

No change.

i No change.

ii. No change.

ii. No change.
f.  Nochange.
g Nochange.

I No change.

ii. No change.

ifi. No change.

iv. Interraptien-switches: It shall be possible to
interrupt irradiation and equipment move-
ments at any time from the operator's position
at the treatment control panel. Following an
interruption, it shall be possible to restart irra-
diation by operator action without any reselec-
tion of operating conditions. If any change is
made of a preselected value during an inter-
ruption the equipment shall go to termination
condition.

v. Terminationswitches: It shall be possible to
terminate frradiation and equipment move-
ments, or go from an interruption condition to
termination conditions at any time from the
operator's position at the treatment control
panel.

No change.

a.  Nochange.
b.  Nochange.
¢.  No change.
No change.

a.  Nochange.
b.  No change.
¢ Nochange.
d.  Nochange.
No change.

a. Nochange,
b. No change.
¢.  No change.
d.  No change.

FROOPZMOLe R

a. No change.
b.  No change.
¢.  No change,

10. No change.
B. Facility and shielding requirements. -

IR
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In addition to protective barriers sufficient to ensure

compliance with Article 4 of this Chapter, all of the fol-

lowing design requirements shall apply:

a. No change.

b. No change,

¢ Windows, mirrors, operable closed-circuit televi-
sion, or other equivalent viewing systems shall be
provided to permit continuous observation of the
patient during irradiation and shall be so located
that the operator may observe the patient from the
treatment control panel. fevrd

* s = 3 > 13
1 ggg .; £4] e

3

d.  No change.
e. No change.
f.  No change.

A qualified expest trained and experienced in the pringi-
ples of adiation protection shall perform _a_radiation
protection survev on ajl installations prior to human use

and after anv change in an installation that micht pro-

duce a radiation hazard The person shall provide the -
syrvey results in writing to the individual in charge of

the installation and transmit 2 copy of the survey results
to the Agency. Ad-installations-shall-have-a-protection

No changes. .
a. No change.
b.  No change,

¢.  Calibration of a particle accelerator shall be made
by, or under the supervision of a person baving met
the qualification requirements specified in R12-1-

204!E! ti :..“: B2 Fien C¢d -‘ PEH i"‘“-‘_’_ ‘:q

bratiens, and a copy of the calibration report shall

be maintained by the registrant for inspection by
the Agency
d.  No change,

i, No change.

ii. No change,

iii. No change.

iv. No change.

v.  The calibration determinations above shail be
provided in sufficient detail such that the
absorbed dose to tissue in the useful beam
may be calculated to within +/-5% width+5
peresnt,

e, No change.
f A copy of the current calibration report shall be
available at the therapy control panel for use by the

operator, and the report shall contain the following

information;

L. The agtion taken by the person 'fgerforming the

calibration if_it_indicates a chanse has
occurred since the fagt calibration:
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it. A _listing of the persons informed of the
change in calibration results; and

ill.. A statement as to the effect the change in cali-
bration has had on the therapy doses prior to

the current calibration finding.
C. Nochange.
1. No change.
2. No change.
3. Nochange.
4. 'No change.
5. No change.
D. Nochange.
1. Only Ne-individustotherthan the patient shall be in the
treatment room during irradiation.
2. Nochange.
3. Nochange.

ARTICLE 7. USE OF RADIONUCLIDES IN THE
HEALING ARTS USE-OFSEALED-RADIOACTIVE-
SOURCES-IN-THE-HEAEINGARTS

This Article establishes requirements for the use of radionuclides
in.the healing arts and for issusnce of licenses authorizing the
medical use of this radionuclides. These requirements provide for
the protection of the public health and safety, and are in addition

to, and not in substitution for, other requiretnents in this Chapter.

R12-1-702. Pefinitions

‘Authorized user” means a physicien Heensed in Arizona to prac-
tice medicine and who is identified as;

1. An anthorized nser on an Agency. Nuclear Reonlatory
Commission C._or Agreement State license that
authorizes the specified medical use; or

2. A user in a medical use broad scope program, licensed
by the Agency, NRC or Agreement State to select its

own_authorized vsers in accordance with the training
standards contained in this Article.

A:  “Brachytherapy” means a method of radiation therapy in
which an gesled encopsulated source or group of sealed
sources is utilized to deliver beta or gamma radiation at a dis-
tance of up to a few centimeters, by surface, intracavitary
intereavitary or interstitial application.

“High dose rate afterloading brachytherapy” means the treat-
ing of human disease using the radiation from a radioactive
sealed source containing more than I curie of radioactive
material. The radipactive material is introduced into a
patient’s body using a device that allows the therapist to indi-
rectly handle the radiation source during the treatment. For
purposes of the requirements in this Article “pulse dose rate

afterloading brachytherapy” is included in this definition.

‘Medical institution” means an organization in which several

medical disciplines are practiced.
“Medical use” means the intentional internal or external

administration of radicactive material. or the radiation from

it._to an individual under the supervision of an authorized

HSET. :

“Misadministration” means:

1. The administration of a radiophanmaceutical or the radi.
ation from a sealed source, administered for therapy
purposes and involving:

a _The wrong radiopharmaceutical or sealed source;
or
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b. The wrong patient: or
¢. The wrong route of administration: or

2. The administration of a diagnostic dose of a radiophar-
maceutical involving:

The wrong patient, or

The wrong radiggharmacéutical, or
The wrong route of administration; and

A dose to an individual that exceeds 5 rems effec-
tive dose equivalent or 50 rems dose equivalent to
any individual organ; or
A therapentic radiation dose from a sealed source such
that errors in the source calibration, time of exposure,
and freatment seometry result in a calculated total treat
mment dose differing from the final, prescribed total treat-
ment dose by more than 10 percent.
“Radiopharmaceutical” means any drug that exhibits sponta-
neous disintegration of unstable nuclei with the emission of
nuclear particles or photons and includes anv nonradicactive
reapent kit or nuclide penerator that is intended to be used in
the preparation of any such substance,
“Remote afterloading brachytherapy device” means a device
nsed in radiation therapy that allows the anthorized user to
ingert. from 2 remote location, a radiation source into_an
applicator that has been previously inserted in an individual
requiring treatment.
“stereotactic radiosurgery” means the use of external radia-
Hon. in_conjunction with a stereotactic guidance device to

very progisely deliver a dose.
Teletherapy” means therapeutic irradiation in which the

sealed soutce of radiation is at a distance from the body.

“Written directive” means an order in writing for a specific
individual, dated and siened by an authorized user prior to
the administration of a radiopharmageutical or radiation.

e for e

[

Volume 4, Issue #37



Arizona Administrative Register

Notices of Proposed Rulemaking

e

Page 2502

Latit E individunlsd :
that permitied-under RI2-1-402.

R12-1-703. License for Medical Use of Radioactive Material

In addition to the requirements set forth in R12-1-309, the
Agency shall issue a specific license for medical yse of radio-
active material in medical institutions will be issued if:
1. Theapplicant has appointed a radiation safety commit-
teg, meeting the requirements in R12-1-706, that will
oversee the use of licensed material throughout the med-
ical institution and to _review the medical institution's
radiation safety program.
The applicant possesses facilities for the clinical care of
patients;
Any physician designated on the application as an
authorized user has substantial experience in the han-
dling_and administration of radicactive material and.
where applicable, the clinical management of radioac-
tive patients; and
If the application is for a license to use unspegified
quantities or multiple types of radioactive material, the
applicant's staff has substantial experience in the yge of
a variety of radioactive materials for a variety of medi-
cal purposes.
Spegific licenses to individual physicians for medical use of
radioactive material:
1. The Agency shall approve an application by an individ-
ual_physician or group of physicians for a specific
license governing the medical use of radioactive mate-

g

o

>

rial if*
a. The applicant satisfies the general requirements in
R12-1-309;

b. The application is for use in the applicant's practice

at an office outside of a medical institution:

The applicant has access to 3 medical institution

with adequate facilities o hospitalize and monitor

the applicant's radioactive patients whenever it is
advisable: and :

The applicant has substantial experience in the han

dling and administration of radionuclides. and

where applicable, the clinical management of
radigagtive patients.

The Agency shall not approve an application by an indi-

vidual physician or group of physicians for a specific

license to receive, possess. or use radioactive material
on the premises of a medical institution unless:

8. The use of radigactive material is limited to:

The administration of radigpharmacenticals for diagnog~

tic or therapeutic purposes:

The performance of diagnostic studies on patients to

whom a radiopharmaceutical has heen administered:

The performance of in vitro diagnostic studjes, or

The calibration and quality control checks of radicactive

assay instrumentation, radiation safety instrumentation

and diagnostic instrumentation:

b. The physician brings the radioactive material with
and removes the radioactive material upon depar-
ture; and

¢ The medical institution does not hold a radioactive
materials license under subsection (A).

Specific licenses for certain groups of medical uses of radio-

active material

1. Subject to the provisions of subsection’ (C) (). (3). and

(4). the Agency shall approve an application for a spe-

cific license under subsections (A) or (R). for any medi-
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cal use or uses of radioactive material specified in one or

more of Groups { to V. inclugive, in Exhibit A of this

Atticle for all of the materjals within the group or

£roups.in the application if:

2. The spplicant satisfies the requirements of subsec-
tions (A), (B), and (D};

b. The applicant, or any physician designated in the
application as an individual user meets the qualifi-
cations in R12.1.704.
All other personnel who will be involved in the
preparation and use of the radicactive material
have adequate training and experience in the han-
dling_of radioactive material appropriate to their
participation in_the uses included in the group or
2Toups;

The applicant’s radiation detection and measuring

instrumentation is adequate for conducting the pro-

cedures involved in the uses included in the group

Or Sroups;

The applicant's radiation safety operating proce-

dures are adequate for handling and disposal of the

radioactive material involved in the uses inciuded
in the group or groups.

Any licensee or registrant who is authorized to use

radioactive material according to one or more groups in

subsection (€} (1), and Exhibit A of this Article is sub-
iect fo the following conditions:

a. For Gropps I II IV and V. a licensee or registrant
shall not receive, possess, or use radioactive mate-
rial ag & radiopharmaceutical unless manufactured
in_the form to be administered to the patient,
labeled, packaged. and distributed according to 2
specific license issued by the Agency under R12-1-
31D, a specific license issued by the 11.8.

Nuclear Regulatory Commission under 10 CFR
32.72 1998 Edition. published January 1. 1998,

incorporated bv reference and on file with the
Agency and the Office of Secretary of State (This
incorporation by reference contains no future edi-
tions or amendiments), or 2 specific license issued
by an Agreement State or a Licensing State under
equivalent rules,

b. For Group UL a licensee or resistrant shall not
receive, Possess. or use generators or reagent kits
that contain radioactive material to prepare radiop-
harmaceuticals containing radioactive material,
except;

i Reagent kits that do_not contain radioactive
material_approved by the Agency, the .S,
Nuclear Regulatory Commission, or an
Agreement State or Licensing State for use by
persons licensed under subsection (C) _and
Exhibit A of this Article or equivalent repula-
tions; or

H. Geperators or reagent kits that contain radio-
active material which are mannfactured
labeled, packaged, and distributed according

to a2 specific license issued by the Agency
under R12-1-311(K).

For Group 1. anvy licensee who uses generators or
reagent kits shall;

i.  Elute the generator according to instructions
furnished by the manufacturer located on the

generator label. leaflet, or brochure which
accompanies the generator or reagent kit

o

[P

o

[
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3.

4.

ii Before administration to patients, or distribu-
tion to authorized recipients for adminigiration
to patients, cause each elution or extraction of
technetium-99m from a molybdenum-99/tech-
netium-99m generator to be tested to deter-
mine either the total molybdennm-99 activity
or the concentration of molybdenum-99,
according to written procedures and by per-
sonnel who have been specifically trained to
perform the test;

iii Prohibit the administration or distribution for
administration of technetium-99m that, at the
¢xpiration date and time shown on the con-
tainer label, contains more than 5.6 kKBq (0,15
microcuries) of molvbdenum-99 per 37 MBg
{1_millicurie} of technetium-99m. The lic-

ensee shall determine an action level for

molybdenum-99/technetium-99m at elution so
that the above concentration is not exceeded
by radiopharmaceutical expiration. For exam-
ple. the maximum concentration is 2.6 kBqg
(0.07 microcurie) per 37 MBq (1 millicurie) at
eltion for a dose that expires 6 hours later,
The licensee shall ensure that the limits above

are not exceeded for any single patient dosg
by checking the expiration time on the con-
tainer label. The resulis of each test performed
to detect and quantify molvbdenum-99 con-
tamination and records of training given to
personnel performing these fests shall be
maintained for 3 vears for Apency inspection;
and
For Groups 1, 11, and III_ any licensee using radio-
active material for clinical procedures other than
those specified in the product Iabeling or packape
insert shall do so according fo an authorized user’s
directive, Any deviation from the product labeling
shall be recorded. Records shall be maintained for
Agency review for 3 vears from the date of the
administration of the radjopharmaceutical.
Any Heensee whe is licensed according to subsection
C) (1), for one or more of the medical use groups in

Exhibit A also is authorized to use radicactive material
under the general license in R12-1-306¢F) for the speci-

fied in vitro uses without filing Form ARRA-O as
require: R12-1-306(F}2); provided, that the licensee

i3 subject to the other provisions of R12-1-306(F)
Any licensee who is licensed according to this Section is
authorized to receive, possess, and yse calibration and

reference radioactive sealed sources in accordance with
Ri2-1-711:

a8

In.addition to the reguirements set forth in R12-1-309. the
Agency shall issue a specific license for medical use of
sealed sources wiil be issued only if the applicant or, if the
application is made by 2 medical institution, the individual
user has the gualifications listed in R12-1-704:

e obott thehousing.oact ) in,
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R12-1-704.

A. For.purposes of this rule “supervision™ means the exercise of
control over or direction of the use of radioactive material in
the practice of medicine by an authorized user named on a

Supervision

September 11, 1998

Page 2505

radipggtive material license. Supervision does not require a
supervising physician’s constant physical presence if the
supervising physician can be easily contacted by radio, tele-
phone, or telecommunication.
A physician _may use vadioactive material if he or she is
Heensed bv the Arizona Board of Medical Examiners or
Board of Osteopathic Examiners in Medicine and Surgery
listed as an authorized user on a radioactive material license
issued by the Acency NRC, or Agreement State, authorizing
the use of radioactive material for medical purposes.
A physician, haying the training and experience listed in 10
CFR 35. 1998 Edition. published Jannary 1, 1998, is incorpo-
rated by reference and on file with the Agency and the Office
of Secretary of State, or a physician under the supervision of
a physician having the qualifications listed above, may use
radioactive material for medical purposes.  This incorpora-
tion by reference contains ne fiture editions or amendments,
D. An suthorized user, approved to prescribe radiopharmaceuti-
cals for therapy purposes on a radioactive materials license,
shall be physically present when a radiopharmaceutical is
administered to human being for therapeutic purposes.

R12-1.7058. Radiation Safe fficer
A licensee shall appoint a Radiation Safety Officer who is respon-

sible for implementing the radiation safety program. The licensee,
through the Radiation Safety Officer, shall ensure that radiation

safety activities are being performed in according to this Chanter
and Agency apnroved procedures,

R12-1-706. Radiation Safety Committee

A medical institution Radiation Safety Committee shall meet the
following requirements:

1.  Administrative requirements:

2. Committee membership shall congist of at least 3
individuals and shall include an authorized user of
each type of use permitted by the license, the Radi-
ation Safety Officer, a representative of the nursing
service, and a representative of management who is
neither an authorized user nor a Radiation Safety
Officer. Other members mayv be included as the lig-
ensee deems appropriate,

b. The Committes shall meet at least once each calen-
dar_quarter, unless otherwise specified license
condition.

To_establish a guorum and to conduct business,

one-half of the Committee's membership shall be

present, including the Radiation Safety Officer and

the managernent representative,

The minutes of each Radiation Safety Committee

meeting shall include:

i  The date of the meeting:

Members present;

Members absent:

A_summary of deliberations and discussions:

Recommended actions and the numerical

results of all batlots: and

A reference to the review required in R12-1-

407,

e. The Committee shall provide ¢ach member with a
copy of the mesting minutes, and retain 1 copy for
3 years.

Qversight: the Committee shall:

a. Review the radiation protection program for all
sources of radiation as required in R12-1-407;

b. Establish a table of investigational levels for occu-
pational_dose that when exceeded, will injtiate
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investigations and copsiderations of action by the
Radiation Safety Officer; and

. Establish the safety objectives of the quality man-
agement program required by R12-1.707.

R12-1-707. Quality Management Program

Each licensee shall establish and maintain a written quality man-
azgement program that radioactive material or radiation from it will
be administered as directed by an authorized user. The quality
management_program shall include written policies and proce-
dures to meet the specific patient safety objectives established by

the Radiation Safety Committee or Radiation Safetv Officer for

licensees not required 1o have a Radiation Safety Committee.

R12-1-708. Misadministration Reports and Records
A. Reports of therapy misadministrations
1. When a administration involves any therapy procedure,
the licensee shall notify the Agency by telephone, The
licensee shall zlso notify the referring physician of the

affected patient and the patient or a responsible relative
or_guardian, unless the referring physician_personally

informs the licensee either that he or she will inform the
patient, or that in his or her medical judgment, teliing
the patient or the patient's responsible relative or guard-
jan would be harmful to one or the other, respectively.
These notifications shall be made within 24 hours after
the licensge discovers the misadministration. If the
referring physician_or the patient's responsible relative
or guardian cannot be reached within 24 hours, the lic-
ensee shall notify them as soon as practicable. The lie-
ensee shall not delay medical care for the patient
hecause of notification problems,
Within 15 days after the initial therapy misadministra-
tion report to the Agency, the Heensee shall report in
writing, 1o the Agency and to the referring physician and
furnish a copy of the report to the patient or the patient's
responsible relative or guardian, depending on who was
previously notified bv_the licensee nnder Subsection
(AY1). The written report shall include the licensee's
name, the referring physician's name, a brief description
of the event. the effect on the patient, the action taken to
prevent recurrence, whether the licensee informed the
patient or the patient's responsible relative or guardian,
and if not. why not. The report_shall not include the
patient’s name or other information that could lead to
identification of the patient.

B. When a misadministration involves a diagnostic procedure.
the Yicensee shall notify, in writing, the referring physician
and the Agency. A licensee’s report of a diagnostic misad-
Ininistration is due within 10 days afier the end of the calen-
dar guarter (defined by March, June, September and
December) in which the misadministration occurs. The writ-
fen report shall include the licensee’s name, the referring phy-
sician's name, a_description of the event the effect on the
patient, and the action taken to prevent recurrence. The report
shall not include the patient's name or other information that
could lead to identification of the patient.

C. Records of all misadministrations. Each licensee shall main-

tain, for Agency inspection, records of al] misadministrations

of radiopharmacenticals or radiation from teletherany or

0o

action taken to prevent recurrence These records shall be
preserved until the Agency authorizes disposal,

Ri12-1-709. Reserved

Ri12.1.718. Visiting Authorized User

A. A licensee may permit any visiting authorized user to_use
licensed material for a medical purpose under the terms of the
licensee's license for 60 days each vear if'

1. The visiting anthorized user has the prior written per-
mission of the licensee's manapement and Radiation

Safety Committee, if applicable;
2. The licensee has a copy of an Agency, Agreement State,
Licensing State. or NRC license that identifies the visit-
ing authorized user by name as a person authorized 1o
use licensed material for medical purposes: and
3. Only those procedures for which the visiting authorized
user is specifically anthorized by an Agency, Agreement
State, Licensing State, or NRC ficense are performed by
that individual, and
B. A licensee need not apply for a Hcenge amendment in order to
permit a visiting authorized user to use licensed material ag

described in subgection {A).

C. A licensee shall retain a copy of the license specified in sub-
section (AY2) for 3 vears from the date of the last visit.

R12-1-711. Calibration and Reference Sources

Any person authorized by R 12-1-703 for medical use of radioac-

tive material may receive, possess, and vse the following radioac-

tive material for check, calibration and reference purpose:

A. Sealed sources manufactured and distributed by persons spe-

cifically licensed under 12 A.A.C. 1. Article 3 or ¢quivalent

provisions of the NRC, Apreement State or Licensing State
and that do not exceed 1.1 GBq (30 millicuries) each;

Any radioactive material listed in Group I Groyp I or

Group IIT of Exhibit A of this Article with a half-life not

longer than 100 days, in amounts not to exceed 555 MBg (15

millicuries) total;

C. Any radicactive material listed jn Group 1, Group I, or
Group 11 of Exhibit- A of this Article with half-life greater
than 100 days in amounts not to exceed 7.4 MBq (200 micro-
curies) total: and

b. Technetium-99m in individual amounts not to exceed 1.85

R12-1-712. Sealed Sources

A. Each medical and nuclear pharmacy licensee shall conduct a
quarterly physical inventorv to account for all radioactive
sealed sourges received and possessed. Records of the inven-
tories shall be maintained for inspection by the Agency and
shall include the quantities, kinds of radicactive material
location of sources, the date of the inventory, and signature of
the person performing the inventory.

B. A licensee shall use radioactive sealed sources for medical
purposes as prescribed in R12-1-450¢{A).

R12-1-713. Dese Calibrators
A medical use licensee shall possess a dosg calibrator and use it to

measure the amount of radioactivity administered to a person and
prescribed in a written directive from an amthorized nser.

[

o

brachvtherapy sources. These regords shall contain the names

of all individuals involved in the event, including the physi-
cian, allied health personnel, the patient, and the patient's

referring physician: the patient's social security mumber or
other identification number if one has been assigned: s brief
description of the event: the effect on the patient; and the
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Ri2-1-714, Brachytherapy
A. Accountability, storage and transit
1. Except as otherwise specifically anthorized by the
Agency, each licensee shall keep a record of the jssue
and return of all sealed sources. Y
2. When not in use, the licensee shall keep sealed sources
and anplicators containing sealed sources in a protective

Septemnber 11, 1998




Arizona Administrative Register

=

(g

September 11, 1998

Notices of Proposed Rulemaking

enclosure of such material and wall thickness 2s is nec-
essary to assure compliance with the provisions of 12
AAC 1. Article 4,

Each licensee shall conduct 2 quarterly physical inven-
tory to account for all brachvtherapv sources and
devices containing brachvtherapy sources received and
possessed. Records of the inventories shall be main-
tained for inspection by the Agency and shall include
the guantifies and kinds of radioactive material, location
of sources and devices, and the date of the inventory,
Each licensee shall follow the radiation safety and han-

dling instructions furpished by the manufacturer on the
label attached to the brachvtherapy source, the device

containing a brachytherapv source, the permanent con-
tainer containing the brachvtherapy source, or in the
leaffet or brochure which accompanies the brachyther-
apy source or device, and maintain these sueh nstruc-
tions in a lexible and easily accessible form.

5 A physician. transporting a brachvtherapy source or
applicator containing a brachytherapy source for his or
her own use in the practice of medicine, shall transport
the brachytherapy source or applicator according fo the
requirementsin 12 A A.C 1, Atticle 13.

A licensee shall perform leak testing on brachytherapy

sources for radicactive contamination 2¢ required in R12-1-

417.

Radiation survevs

1. The physician or other authorized user shall determine
the maximum radiation level at a distance of 1 meter (40

in.) from the patient in whom brachytherapv sources

have been inserted by measurement, using a calibrated
survey instrument. This radiation level shall be entered
on the patient's chart and other signs posted as required

in subsection (D).

The physician or other authorized user shall determine

and record the radiation level in the patient's room and

the surrounding area. The licensee shall maintain the
record for Agency inspection,

3. The licensee shall assure that patients treated with
cobalt-60. cesium-137, iridinm-192, or radinm-226
implants remain hospitalized until a source count and a
radiation survey of the patient, using a calibrated survey
instrument, confirm that all radiation emitting implants
have been removed.

Signs and records

1. In addition to the requirements in R12-1.429,. the lice
ensee shali mark the bed, cubicle or room of the hospital
brachytherapy. patient with z sign indicating the pres-
ence of brachyiherapy sources. This sign shall incorpo-
rate the radiation svmbol and specify the radionuclide.
activity, date. and individual fo contact for radiation
safety instructions. The sign is not required if any of the
exceptions in R12-1-430 apply.

2. The physician or suthorized user shall include the fol-
lowing information in the patient's chart;

The radionuclide administered. the number of

sources, the activity in millicuries and the time and

date of administration;

The exposure or dose rate at 1 meter, the time the

meastement was made, and by whom;

The radiation symbol; and

The precautionary instructions necessary to assure

that the exposure of individuals does not exceed

that permitted in R12-1-408,

f
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Reserved

Teletherapy
The licensee shall use equipment that meets all of the follow-
1. The teletherapy equipment housing is constructed so
that, at 1 meter (40 in.) from the teletherany source, the
maximum exposure rate does not exceed 100uSv (10
mrem) per.hour when the beamn control mnechanism is in
the “off” position. The average exposure rate measure at
a_Iepresentative number of points shout the housing,
each 1 meter (40 in.} from the teletherapy source, doss
not exceed 20 pSv (2 mrem) per hour 1 meter (40 in.)
from the source.

For teletherapy squipment installed after May 15, 1967,

the leakape radiation measured at 1 meter from the

source when the beam control mechanism is in the “on”
osition does not exceed 2 Crkg (1 R) per hour or

0.1 percent of the useful beam exposure rate whichever

is less.

Adiustable or removable beam-defining diaphragms

allow transmission of not more than 5 five{5) percent of

the vseful beam exposure rate.

The beam control mechanism is of a design capable of

acting in_any orientation of the housing. The mecha-

nism is designed so that it can be manuallv returned to
the “off” position with a minimum risk of exposyre.

5. Theclosing device is designed to return antomatically to
the “off” position_in the event of any breakdown or
interruption of power _and stays in_the “off” position
until activated from the control panel.

6. When any door to the ireatment room is opened, the

beam control mechanism automatically _and rapidly

1estores the unit to the “off” position and causes it to
remain there until the vnit is reactivated from the control
pangl.

There is at the housing and at the control panel a warmn.

ing device that plainly indicates whether the beam is on

or off and an. independent radiation monitoring device
whigh;

2. Continuously monitors the condition of the tele-
therapy beam and

b. Provides a continuously visible signal to the opera-
tor.

The equipment has a locking device to prevent unautho-

rized use.

9 The control panel has a timer that automatically termi-
nates the exposure after & preset time.

10. The equipment permits continnous cbservation of
patients during irradiation,

The authorized user shall ensure that no individual is in the

freatment room during irradiation unless that individual is the

patient. Mechanical restraining or supporting devices shall be
used for positioning the patient if necessary.

The licensee shall fest the teletherapy sources for leakase and

contamination as reguirgd in R12-1-417. The licensee shall

also wipe accessible surfaces of the housing port or collima-
tor while the source is in the “off” position, measuring the
wipe samples for transferred contamination.

Calibration requirements

1. The licensee’s expert, qualified by fraining and experi-
ence under subsection {(3) shall perform fisll calibration
a. Priorto the first use of the unit for freating humans.
b, Priorto treating humans:

[~
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Whenever spot-check measurements indicate
that the output value differs by more than 35
percent from the value obtained at the last full
calibration _corrected mathematically  for
decay;

i, Following replacement of the radiation source
ot following reinstaliation of the teletherapy
unit in a new location; or

ifi, Following any repair of the teletherapy unit
that inchides removal of the source or major
repair of the components associated with the
source exposure agsembly: and

¢. Atintervals not exceeding one year,

Full calibration measurements include determination of:

2. Theexposure or dose rate, to an accuracy within +/
=3 percent for the ranee of field sizes and for the
range of distances or the axis distance used in radi-
ation therapy;

b. The congruence between the radiation field and the

field indicated by the light beam locatizing device:

The uniformity of the radiation field and its depen-

dence upon the orientation of the usefiyl beam;

Timer accuracy: and

The aceuracy of all distance measuring devices

used for treating hymans.

Reserved,

The expert shall correct the exposure rate or dose rate

values mathematically for intervals not exceeding 1

month,

[T
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E. Spot check measurements
1

The licensee’s expert or other aythorized agent shall
perform spot check measurements on each teletherapy
unit gt intervals not exceeding | month,

Spot check measurements shall include determination

Timer accuracy;

The congruence between the radiation field and the
field indicated by the light beam localizing device;
The accuracy of all distance measuring devices
used for treating humans:

The exposure rate dose or a quantity related to this
rate for 1 typical set of operating conditions: and

The différence between the measurement made and

the snticipated output. expressed as a percentags of
the anticipated output; For example. the value
obtained at_last full calibration corrected mathe-
matically for decay).
The expert shall establish spot check measurement pro-
cedures, If the expert does not perform the spot check
measurements, the results of the spot check measure.
ments shall be reviewed by the expert within 15 days.

= e,

S
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Dosimetry gystems

The licensee’s expert shall perform full calibration mea-
surements shall be performed using a dosimetry system
that has been calibrated by the National Bureau of Stan-
dards or by a Regional Calibration Laboratory accred-
ited by the American Association of Physicists in
Medicine. The dosimetry svstem shall have been cali-
brated within the p_' revious 2 years and after any servic-
ing that may haye affected system calibration.

Spot check measurements shall be performed using a
dosimetry system that has been calibrated as required in
sibsection (F)(1). Alternatively a dosimetrv system
used solely for spot check measurements mav be cali-
brated by direct intercomparison with a system that has

=

Ri2-1-717.

been calibrated according to the standards in subsection
{F)(1). This alternative calibration method shall have
been performed within the previous one vear and after
each servicing that may have affected system calibra-
tion. Dosimetry systems calibrated by this alterpative

method shall not be used for fiall calibration measure-~
ments.

The licensee shall determine if a person is an expert, quali-
fied by training and experience to calibrate a teletherapy unit,
establish procedures for spot check measuremants, and

review the results of such measurements. The licensee shall

determine that the qualified expert:

L

el

Is certified by the American Board of Radiology im:
Therapeutic Radiological Physics, Radiological Physies,
Roentgen-Ray and Gamma-Ray Physics, or Xeray and
Radium Physics; or
Has the following minimum training and experience:
2. A Masters or Doctor's degree in physics, biophys-
ics, radiological physies or health physics;
b. One vear of full-time training in therapeutic radig-
logigal physics: and
One vear of full-time experience in radiotherapy
facility, including personal calibration and spot
check of at least one teletherapy ymit.
Licensees. that have their teletherapy units calibrated by
persons who do not meet the criteria in _subsection (1)
and (2) for minimum training experience. may request a
license amendment excepting them from these training
requirements. The reguest should include the name of
the _proposed gualified expert. a description of the
expert’s training and experience, including information
similar to that specified in subsection (2), reports_of at
least 1 calibration and 1 spot check, based on measure-
ments personally made by the proposed expert within
the last 10 vears, and a written endorsement of the
expert’s qualifications by a physicist certified by the
American Board of Radiology in one of the specialties
listed in subsection (1), based on personal knowledge.

e

The licensee shall maintain for inspection by the Agency:
records of measurements, tests, corrective actions, and instry-
ment calibrations made under subsections (D) and (E), and
records of the licensee's evaluation of the qualified expert's
trainitig and experience ynder subsection (G).

1.

[r2

o

The licensee shall preserve records of the following for
3 years after completion of each fisll calibration;

a.  Full calibration measurements; and

b. Calibration of the ipstruments used to make the full

calibration meastyrements,
The licensee shall preserve records of the fo!lowmg for
yearg after completion of each spot check:
Spot check measurements and corrective actions;

and

Calibration of instruments nsed o make spot check
measurements.

The licensee shall preserve records of the licensee's
eveluation of the qualified expert’s training and experi-
ence for 3 years after the qualified expert's last perfor-
mance of a ful] calibration on the licensee's teletherapy

unit
High_Dose Remote After-loading Brachythey-

I oo

[=

apy Pevices

A. A licensee shall provide an after-loading irradiation facility
shail be provided with » gystem permitting chntinuous obser-
vation of the patient from outside the treatment room during

patient irradiation.
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The Ycensee shall post written emergency instructions at the
after-loading irradiation device operator console. These
instructions shall inform the device operator of the proce-
dures to be followed if the source fails fo return to the
shielded position.

The licensee shall ensure that the after-loading irradiator

faciiity has the following:

1. Access to the room housing the after-loading irradiation
device is controlled by a door at the entrance. The doors
are normally closed.

2. The entrance to the treatent room is equipped with an
electrical interlock system that will cause the source to
return to the shielded position immediately the entrance
door is opened. The interlock svstem is connecfed in
such a manner that the source cannot be exposed until
the entrance door is closed and the source “on-off”’ con-
ol is reset at the conwo] panel.

The licensee shall test the electrical interlocks on the entrance

door to the treatment room shall for proper operation at least

once a month. Records of test results shall be maintained for

3 years for inspection by the Agency.

In the event of malfunction of the door interlock, the licensee

shall lock the after-loading irradiation device in the “off”

position and not use the after-loading, except as may be nec-
essary to repair or replace the interlock system, until the
interlock system is shown to be functioning properly.

Before initiation of a treatment program, and after each

source exchange for the after-loadine device.

1. The licensee shall perform radiation surveys of the fol-
lowing locations:

a.  The after-loading device source housing, with the
source in the shielded position. The maximum radi-
ation level at 20 centimeters from the surface of the
source housing shall not exceed 3 _milliroenteens
per hour. .

All areas adjacent to the treatment room with the

source in the exposed position. The licensee shall

perform... the. . survey,  except  subsection

(RYbii), with a patient-phantorn in the pri-

mary beam of radiation and to clearly establish:

i.  That radiation levels in restricted areas are not
likely to cause personnel exposure in excess
of the limits specified in R12-1-408 and R12-
1-414.

. That gquantities of radiation in unrestricted
arecas do not exceed the limits specified in
R12-1-416.
iii, The intensity of the primary beam of radjation
at a specified distance from the source.
2. Thelicensee shall retain records of the radiation surveys
for 3 vears for inspection by the Agency,
A person shall not perform the following work without writ-
ten authorization by the Agency:
Installation and regplacement of sources contained in an
after-loading irradiation device; or
2. Any maintenance or repair operation on the after-load-
ing irmadiation device involvine work on the source driv-
ing. npit. or_other mechanism that conld expose the
source, reduce the shielding around the source, or com-
promise the safety of the unit and result in_increased
radiation levels,
Before making any changes fo treatment room shielding,
treatment room location, or use of the after-loading irradia-
tion device which could result in an increase in radiation lev-
els in unrestricted areas outside the treatment room, the
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licensee shall perform a radiation survey performed in accor-
dance with_subsection (FM1). A report describing each
change. and giving the results of each survey shall be sent to
the Agency.

Gamma Stereotactic Radiosurgery

The licensee shall provide the manufacturer’s written radio-
logical safety and operating instructions o each person
responsible for operation of a stereotactic radiosurgery sys-
tem,

A person licensed by the Agency shall install the stereotactic
radiosurgery system and perform gl service and maintenance
mvolving exposure to persons in the treatnent room beyond
normal “Beam-off” conditions,

In lieu of a direct source inventory, the licensee shall perform
an indirect source inventorv through completion of absolute
calibrations of the radiation dose-rate at the intersection of all
beam axes of the radiosurgery radiation unit on a 6 month
basis, The magnimade of this dose-rate shall be compared
with the appropriately decaved value of the initial or accep-
tance date, calibrated dose-rate at the intersection of all bearn
axes. This measured dose-rate shall serves as verification that
all sources inserted into the gamma knife are still present.
The licensee shall ensure that a stereotactic radiosurgery
facility has the following safeguards:

Access to the radiosurgery room is controlied by a door
at each entrance. The doors are normally closed.

2. Each entrance to the radiosurpery room are equipped
with an electrical interlock system that will turn the
unit’s primary beam of radiation off immediately if any
entrance door is openegd. The interlock system is con-
nected in such a manner that the machine’s primary
beam of radiation cannot be turned on until all treatment
room entrance doors are closed and the beam TON-
OFE” control is reset at the control panel.

In the event of malfiunction of anv door interlock, the
radiosurgery system control is locked in the “OFF” nosi-
tion and not used. excent as may be necessary to the
repair or replacement of the interlock svstem, until the
interiock system is shown to be functioning properly,
The radiosurgery room has a system permitting continu.
ous observation of the patient from outside the radiosur-
gery room during patient fradiation.
Written__instructions, including the manufacturer’s
radiclogical safety and operating procedures, available
at the stereotactic radiosurgery controls. These instruc-

tions. inform the operator of the procedure to be fol-
lowed in the event of malfunction. These instructions

caution individuals on how to avoid exposure to radia-
tion when in the treatment room and include specific
instructions for:

a. Removing the patient from the freatment room;
b, Securing the room against unanthorized entry; and
¢. Notifying the responsible physician or radiation

safety officer.
The licensee shall test elactrical interlocks on entrance doors

to_the radiosurgerv room for proper operation at least once
every 3 months. Records of test results shall be maintained
for inspection by the Agency.

The licensee shall cease treatment of patients with the ther.
apy unit if a safety related systern of the unit is found inoper-
ative, including couch or helmet drive mechanisms,
positioning mechanisms, treatment timing systems, safety
interlocks, or radiation field alarms.

Before initiation of a treatment program, and after each
installation of radiosurgery sources,

=
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1. The licensee shall perform radiation surveys of the fol-
lowing locations:

a.  The radiosurgery system source housing, The max-
imum and average radiation levels at | meter from
the nearest source with the device’s shielding door
closed, shall not exceed 10 milliroentgens per hour
and 2 milliroentgens per hour, respectively, for any
of the device’s sources. when all sources are
installed.

b Unrestricted areas adjacent to the treatment room,
with the device’s shielding door open. The survey

shalt be performed with a phantom in the prim

beam of radiation and shall clearly establish that

radiation levels in restricted and unrestricted areas

do not exceed the fimits specified in 12 AA.C. 1.
Article 4,

2. The licensee shail test the following safety equipment:
a  Electrical interlocks on entrance doors to the ther-
apy treatment room;
L. The therapy source “ON-OFF” indicators. both at
the source housing and on the system control panel:

and

tinued breast-feeding could result in a total effective dose

equivalent exceeding 5 millisieverts (0.5 rem).
Exhibit A

Groups of Medical Uses of Radioactive Material

Gronp I

A

Use of prepared radiopharmacenticals for certain diapnostic
studies involving measnrements of uptake. dilution, and
excretion. This group does not include uses involving diag.

nostic study imaging, and tumor localization.
Iodine-123

Jodire-125
Jodine-131
(obalt-57
Cobalt-58
Cobalt-60
Chromium-51
Iron-59

. otassinm-42
10. Sodium-24

11, Technetium-99m

PO PO | O o [ fo3 o2

B. A licensee shall nse the radioactive material listed in subsec-
€. Mw&m@m@m tion (A) in the form of a radiopharmaceutical prepared for

H, Afier any changes made in treatment room shielding, treat- medical purposes that is:
ment room location, or use of the stereotactic radiosurgery 1. btained from_a manufacturer or preparer licensed
svstemn which could result in an increase in radiation levels in according to 10 CFR 32.72, 1998 Edition, published
unregtricted areas outside of the therapy treatment room. the January 1, 1998, or equivalent Agreement State require-
licensee shall conduct a radiation survey in according to sub- ments. This incorporation by reference is on file with
section (G). A report describing the changes and giving the the Agency and the Office of Secretary of State. and
survey results shall be sent to the Agency no later than 30 contains no firture editions or amendments: or
days following completion of the changes, 2. Prepared by an authorized nuclear pharmacist or a phy-

R12:1-719. Release of Individuals Containing Radiophar- ﬁmwm

maceuticals or Radioactive Sealed Sources from Restricted Wm‘m

Areas , .y the supervision of either as specified in 10 CFR 35.25,

A. A licensee may authorize the release of any individual who 1998 Edition. published January 1. 1998, hoth refor.
M@W@W——L@wﬁ%—m ences are incorporated by reference, and on file with the
containine radioactive material if the fotal effective dose Asgency and the Office of Secre: of State. These
equivalent to any other individual from exposure_to_the m,m
released individual is not likely to exceed 3 millisieverts (0.5 _'&'_""“"“—“—_"““___"”‘“——Em
rem).

B, The licensee shall provide the released individual with oral %; of prepared radiopharmaceuticals for diacnostic stud
and written instructions, on recommended actions that will W"“——p’_ﬂ”“—“ﬁ_“&‘—‘_"& ging, and tumor localization,
make doses to other individuals as low as is reasonabl L. lodine-123
achievable, if the total effective dose equivalent to any other 5 Todine-125
individual is likely to exceed 1 miilisievert (0.1 rem), If the 5‘ Todine-131
dose to a hreast-feeding infant or child could exceed 1 mil- ji" Seleninm-75
lisievert {01 rem), assuming no interruption of breast-feed- "5“ m%m
ing, the instructions shatl also include: g Viterbium-169
1. _Guidance on the inferruption_or discontinuztion of 7 Indium-111

breast-feeding, and 8 Indium-113m
2. _Information on the consequences of failure to follow 9. Chromium:51
the guidance, 10. Fluorine-18

€. The ligensee shall maintain a record of the hagis for authoriz- 11. Gallium-67
ing the release of an individual for 3 years afier the date of 12 Gold-19%
release if the total effective dose equivalent is calculated by 13. Thallium-201
usIng: 14, Rubidium-82
1. The retained activity rather than the activity adminis- 15. Carbon-11

fered, D. A licensee shall use the radioactive materials listed in subsec-
2 An——-——ﬁ__x_._..____w_w______.m_,occu ancy factor of less than 0.25 at 1 meter. tion (C) in the form of radiopharmaceuticals prepared for
3. The biolopical or effective half-life, or medical purposes that is:
4. The shielding by tissue. 1. Obtained from a manufacturer or pregarer according to

D. For 3 years after the date of release. the licensee shall main- Subsection (BY(1); or
tain a2 record of instruction provided to a breast-feeding 2. Prepared by an nuclear pharmacist or 2 physician who is
woman, if the radiation dose to gn _infant or child from con- an aythorized according fo subsection (B)}(2)
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Group IIL

E. Use of generators and reagent kits for the preparation and use
of radiopharmaceuticals contaiping radicactive material for
certain diagnostic uses.

Molybdenum-99/Technetium-99m generators

Tin-113/Indium-113m generators

Technetium-99m (in bulk)

Rubidium-81/Krypton-81m

F. A licensee shall acquire and use the radioactive material
listed in subsection (E) in the form of a radiopharmaceutical
prepared for medical purposes that is:

1. Obtained from a manufacturer or preparer according to
subsection (BY1): or

2. Prepared by an nuclear pharmacist or a physician who is
an authorized according to subsection (BY2)

Group IV,

G. se of prepared radiopharmaceuticals for certain therapeutic
uses that do not normally require hospitalization for purposes
of radiation safety.

1. Iodine-131, in guantities of less than 30 millicuries

2. Phosphorus-32
3. Stontium-89

3. Samarium-153

H. A lcensee shall use the radipactive material listed in subsec-
tion (G) in the form of a radiopharmaceutical prepared for
medical purposes that is:
1. Ohbtained from a manufacturer or preparcr according to

subsection (BY1); or
2. Prepared by an vuclear gharmacast or a.physician who is
an authorized according to subsection (BY(2)

Group V.

L Use of prepared radiopharmacenticals for certain therapeutic
procedures that normally require hospitalization for purposes

of radiation safety.
Iodine-131

1

2. Gold-198

A licensee shall use the radipactive material iisted in subsec-

tion (1) in_the form of a radiopharmaceutical prepared for

medical purposes that is:

1. Obtained from a manufacturer or preparer according to
subsection (B)(1). or

2. Prepared by an nuclear pharmacist or a physician who is
an anthorized according to subsection (BY(2)

ARTICLE 8. RADIATION SAFETY REQUIREMENTS
FOR ANALYTICAL X-RAY OPERATIONS

R12-1-801. Scope
The rules regulatiens in this Article establish requirements for the
use of analytical x-ray equipment machines; as—éeﬁﬂeé—wm

[ o 2

=~

previsions-of R12-1-204-of these-regulutions: The provisions of

this article supplement Article-8-ore-inadditionte, and not in sub-

stitution for, other applicable provisions of this Chapter theseres-
wlatiens.

R12-1-802. Definitions

A  Analytical x-ray equipment” means devices or machines
equipment used for x-ray diffraction or x-ray induced fluo-
rescence analysis.

B: “Analytical x-ray system” means a group of components uti-
lizing x-rays to determine the elemental composition or to
examine the microstructure of materiais.

€ “Enclosed beam x-ray system” means an analytical x-ray sys-
tem constructed in such a way that access to the interior of
the enclosure housing the x-ray source during-operation is
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precluded during operation except through bypassing ef
interfocks or other safety devices to perform maintenance or
servicing.

B: “Fail-safc chamcteristic charaeteristies” means mean a
design feature which causes beam port shutters to close, or
otherwise prevents emergence of the primary beam, upon the
failure of a safety or warning device.

E:  “Local gomponent cemponests™ means meas part of an ana-
Iytical x-ray system and includes each ares areas that is are
struck by x-rays, such as radiation source housings, port and
shutter assemblies, collimators, sample holders, cameras,
goniometers, detectors and shielding, but does de not inciude
power supplies, transformers, amplifiers, readout devices,
and control panels.

¥: “Normal operating procedures™ means instructions or proge-
dures including neeessary-to-acoomphish-the-anelysis—These
procedures-shell-inelude, but are not limited to, sample inser-

tion and manipulation, equipment alignment, routine mainte-
nance by the registrant, and data recording procedures which
are related to radiation safety.

& “Open beam x-ray system” means an analytical x-ray system
in which permits an individual to place some body part in the
primary beam path during normal operation.

H: “Primary beam” means radiation which passes through an
aperture of the source housing on by 2 direct path from the
x-ray tube er-aradioactive-seuree-toented-in-the-radiation
souree-housing.

R12-1-803. Enclosed Beam X-ray Systems beam-s-ray—sys-

tems

A. Enclosed beam x-ray systems are exempt from other equip-
ment requirements contained in this Article provided the
enclosed ef-Artiele-8-of this-Chapter-hewever:

}: Enclesed beam x-ray systems are shali-be-se designed
and constructed go that radiation levels measured at 5
cm from any accessible surface of the enclosure housing
the x-ray source do shall not exceed 3 uSv (0.5 mrem) in
1 ene hour (-d-uS+he).

B. A registrant using enclosed Pnelosed beam x-ray systems
shall comply with applicable provisions of R12-1-804(A),

. RI2-1-805(B), and 12 A.A.C 1. Article 4 of this-Chaptes.

CB. A registrant shall grgvide individuals Individusls performing
maintenance, servicing, or alignment procedures where
bypassing of interlocks or other safety devices to gain access
to the interior of the enclosure is required, shall-be-provided
with-and-shellweas; with appropriate personnel monitoring
devices (i.e., wrist or finger badges). These individuals shall
wear the devices while performing the work.

D&, Intentional bypassing of safety devices shall be authorized in
advance by the individual responsible for radiation protec-
tion. Bypassing Sueh-bypassing shall be terminated as soon
as the activity described in subsection (C) is completed. or
the equipment shall be labeled as out-of-service with a con-

spicuous sign until repairs are completed, possible:

R12-1-804.  Open Beam X-ray Systems beams-ray-systems
A.  A.registrant shall label open beam x-rav svstem Opes-beam
*-ray-systems-shall-be-lubeled with a readily discernable sign
or signs bearing the radiation symbol and the words
1. “CAUTION -- HIGH INTENSITY X-RAY BEAM”,or
words having 2 similar warping intest, on the x-ray
source housing, and
2. “CAUTION RADIATION -- TRIS EBQUIPMENT
PRODUCES RADIATION WHEN ENERGIZED” or
words-having a similar waming tateat, near any switch
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that energizes enersies an x-ray tube if the radiation
source is an x-ray tube. ;o
3.  “CAUTION——RADICACTIVE- - MATERIALY o
v B

W efés“i**""‘. vig-e-simiar **“e’i. “; e &1 - seusee-housing i

H. A registrant shail ensure that the Fhe local components of an

analytical x~-ray system are shalt-be located and arranged and
have shaki-ineclude sufficient shielding or access control so
sueh that no radiation levels exist in any area surrounding the
local component group which could result in a dose to an

B. Aregistrant shall incorporate Gpensray-sysiermns-shatl-ineor individual present in the areas surrounding the local compo-
porate all of the following warning devices:, nents. therein in excess of the dose limits givea in R12-1-416
1. No change. Ri2-1-405 of this Chapter. For systems utilizing x-ray tubes,
2. Shutter status (Open-Closed) indicators near each port these limits Jevels shall be met at any specified tube rating,
on the radiation housing for systems which control the L A registrant shall perform a radiation survey of the local
primary beam; ﬁ_gﬁsw&y_m component group of each analytical x-ray system sufficient
3. A clearly visible warning light labeled with the words fo demonstrate compliance with subsection (H). The survey

“X-RAY ON”, or werds—having a similar warning shall be performed following installation. change in confign-

intent-shall-be located near: ration, or main'tenance, effecting the radiation levels in the

a: Neer any switch that energizes an x-ray tube and areas surrounding t‘he ‘Eocai compopent_group. Records_ of
shall-be illuminated only when the tube is ener- surveys shall pe mamtalr.lec'l for3 years or unt.:! the analvtical
gized: andsor X-1ay system is decommissioned, which ever is shorter.

b Inthecaseofaradionctivesoureernearany switth  R12.1.805. Administrative Responsibilities respensibilities
that-opens—ahousing-shutter—end-shall-be-illumi- 4 A registrant shall designate an An individual at each facility
neted-only-whes the shutter is-open: who is sheli-be-designated-to-be responsible for maintaining

4. The warning devices in subsections (1) through (3) shall radiation safety. This individual, designated the-Radiation
be labeled so that their purnose is easily identified. Protection-Superviser-or Radiation Safety Officer, shall be

C. A registrant shall ensure that any Asy apparams utilized in responsible forthe following:

beam alignment procedures is shail-be designed in such a 1. Establich and maintain

way that excessive radiation will not strike the operator. Par- operational procedures so that the radiation exposure of

ticular attention shall sheutd be given to viewing devices, in each worker is kept as far below the maximum permissi-

order to ascertain that lenses and other transparent compo- ble dose as is practical;

nents atienuate the beam to an acceptable level, 2. Instruct instrueting all personnel who work with or near

D. A fegistrant shall provide an A# interlock device which pre- radiation producing machines in safety practices;

vents entry of any portion of an individual’s body Hmbsfin- 3. Maintain Maissining a system of personnel monitoring;

gersrhands—wristsrete. into the primary beam or causes the 4.  Establish Arranging-for-establishmentofadiation con-

primary beam to be shut off upon entry into its path shall be trol areas, including placement of appropriate radiation

provided on ali open-heam x-ray systems. A registrant may warmning signs or and/er devices;

apply to the Agency for an exemption from the requirements 5. Provide a Providing—for radiation safety inspection of

of a safetv device, Ap apolication for exemption shali radiation producing machines on a routine basis;

include: 6. Review Reviewing modifications to x-ray systems appa-

L A descrigtion of the various safe;y devices that have Fabs, mc}udmg X-ray tube hous;ng’ cameras, dlfﬁ-actg..
been evaluated: meters, shielding, and safety interlocks;

2. Thereason each device cannot be used: and 7. Investigate and report iﬂ*ﬂﬁﬂg&ﬂﬂg-—aﬁd—repemﬂg to

3. A description of the alternative methods that will be proper authorities any case of excessive exposure 1o per-
used to minimize accidental exposure, including proce- sonnel and take taleing remediatl action; and,

dures to assure that operators and others in the area will 8. Be Being familiar with all applicable rules regulations

be informed of the ahsence of safety devices.-shadb-be for control of jonizing radiation,

it fble: fee B. An individual shall not be permitted to operate or maintain an
open beam analy_ticat x-ray system ynless the individual has
received instruction in and demonstrated competence in all of
: the following:
E. On open-beam configurations installed afier the effective 1. Identification of radiation hazards associated with the
date August 8, 1996, of these rules regulations, each port on use of the equipment;
the radiation source housing shall be equipped with a shutter 2. Significance of all radiation warning and safetv devices,
that cannot be opened unless a collimator or a coupling has interlocks incorporated into the equipment, or the rea-
been connected to the port. sons that devices or intetlocks have not been installed on
F. A registrant shall equip each Eseh x-ray tube housing shall be certain pieces of equipment and the extra precautions
with an interfock that shuts off the tube if the tube is removed zequired in Hen of these precautions:
frgm the housmg or if the housmg is disassembled. 56-60n- 3. Proper operating procedures for the equipment;
adl-that-y at-shutte he-Jeaks adiatio 4. Recognition of svmptoms of acute localized radiation
gXposure:
3. Proper procedure for reporting an actual or suspected
25-u8v-in-ene-hourat-eny-specified tube rating: exposure; and
G. A registrant shall supply each Eaeh x-ray penerator shall-be €. A registrant shall maintain records of instruction and compe-
supphied with a protective cabinet which limits leakage radia- tence for Agency inspection for 3 vears from the date of
tion measured at a distance of 5 cmp (2 in) 3a—(5-em) from @E&Wﬂ%m
its surface so suek that it is not capable of producing a dose aHhb go
equivalent in excess of 25 pSv (2.3 mrem):25-mrem—{2:5
#5) in 1 one hour.
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2. Personnel performing maintenance procedures that

require the presence of 3 primary x-ray beam when any
local component is disassembled or removed.

G. The registrant shall test safety devices and warning devices
for proper operation at intervals not to exceed 1 month,

Records of tests shall be maintained for Agency inspection

R12-1-806.

A.

September 11, 1998
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Operating Requirements preeedures
A Radiation Safety Officer shall establish written Witten
emergency procedures periaining to radiation safety shall-be
established for each analy_;mal Xeray system and post the pro-

cedures

m&apefvﬁeﬁ—&ﬂé-pesteé mna consp:cuous !ocauon The
procedures shall include Fhese-shall-dist the telephone num-

ber number(s} of the Radiation Safety Officer. A registrant
shall notify the Radiation Safety Officer Pretection-Supervi-
sorand shall-include the-following actionsta-be-taken in case
of a knowny-ersuspeeted; or suspected radiation exposure
accident and arrange for medical examination for the exposed
; NlH'!!E E; ;.”. P & S oo —ond
A registrant shall provide normal operating procedures to all
analytical x-ray squipment workers. An individoal shall not
operate analvtical x-ray equipment in any manner other than
that specified in the procedures unless the individual hag
btamed the Radxatlon Safem Officer’s written approval.

An individual shall not bypass a safety device or interlock
unless the individual has obtained Radiation Safety Officer
approval. The approval shall be for a specific period of time.
When a safety device or inferlock has been bypassed, the
Radiation Safety Officer shall place a readily discernable
sign_on the radiation source housing, warning the reader of
the unsafe condition. A registrant shall maintain the written
ecord of the bxpass approval for 3 vears after the approval

Except_as_authorized in subsection {C). an_individual shall
not perform_an. operation involving removal of covers,
shielding materials or tube housines or modification of shut-
ters, collimators, or beam stops without ascertaining that the
tube is off and that it will remain off until all protegtive
devices have been restored to the normat operating condition,

An individual repairing analvtical x.ray equipment shall use
the main switch, rather than interfocks, for routine shutdown

n greparat;on for rep_alrs %em%pes&tbl&*—s@yudﬁ-fme—

The registrant shall secure unused ports on radiation source

housings in the closed position. preventing unauthorized

access to the radiation source.

Finger or wrist personnel monitoring devices shall be psed

by:

1. Operators of open beam analytical x-ray equipment, not
equinped with a safety device; and

for 3. years following the completion of each test,

ARTICLE 9. RADIATION SAFETY REQUIREMENTS

R12-1-902.

R12-1-903.

FOR PARTICLE ACCELERATORS

Reserved Registration-Regquirements

General Requirements for the Issuance of a

Registration for Particle Accelerators

A

B.

w

Page 2513

The requirements in this section supplement the regis-
fration requirementsin 12 A A.C. 1. Article 2.

In—additien—to—the-reguirements—efAsrtiele-2—a The
Agency shall approve a registration application for use

of a particle accelerator will-be-approved only if the
Agency determines that:

The appiicant is qualified by reasen—ef training and
experience to use the accelerator in-guestionfor the pur-
pose requested to this Arficle, in-eecordance—with-this
Articleand Articles 4, and 10 of these rules regulations
insuch-a-manner-as to minimize danger to public health
and-safety or property;

No change.

The issuance of the registration will not be inimical to
the health and safety of the public, and the applicant sat-
isfies any applicable special requirement in R12-1-904
ofthese-Rules

No change.
The applicant’s staff has substantxal experience in thc
use of particle accelerators for the intended uses; and
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6.7 The applicant has an adequate training program for par-
ticle accelerator operators,

R12-1-904. Special Registration Requirements for Medical
I-I-uman Use of Part]cle Accelerators

A. The requirements in this section supplement the registration
requirements in R12-1-003.
B. An applicant that is a “medical institution”, as defined in 12
AAC, 1, Article 7. and performing buman research shall
ngomt a_radiation safeg commtttee %%eﬂever—deemeé

e&&»emaammee of at least 3 ﬂ’ﬂ‘ee members to evahza;e a!l pro-
posals for research.—diagnestieand-therapeutie—ase—of 2
particle—nceelerntor. Membersh:p of the committee shall
include gxpert physicians expest in internal medicine, hema-
tology, therapeutic radiology, and a person experienced in
depth dose calculations and protection against radiation,s

2]

The applicant shall ensure that an individual desienated as an
authorized yser on the application is an Arizona licensed phy-
sician; is approved by the radiation safety committee. if
applicable; and is:

1. Certified in:

2. Radiology, therapeutic radiology. or radiation
oncology by the American Board of Radiology: or
b. Radiation oncology by the American Osteopathic

Board of Radiology; or

Radiology. with specialization in radiotherapy. as a

British “Fellow of the Faculty of Radiglogy” or

“Fellow of the Rovyal College of Radiclogy”™; or

Therapeutic radiology by the Canadian Roval Col-

Iege of Physicians and Surgeons: or

Engaged in the active practice of therapeutic radiology.

and has completed 200 hours of instruction in basic

techniques applicable fo the use of a particle accelerator.

300 hours of supervised work experience, and 2 mini-

mum of 3 years of supervised clinical experience.

a.  To_safisfy the requirement for instruction. the
classroom and laboratory training shall include all
of the following subjects.

Radiation physics and instrumentation;

Radiation protection:

Mathematics pertaining to the use and mesa-

surement of radiotherapy; and

iv. Radiation biology.

To satisfy the requirement for supervised work

experience. training shall occur under the superyi-

sion of an authorized user at a medical institution
gnd shall include:

i  Reviewing of the full calibration measure.
ments and periodic spot checks;
ii. Preparing treatment plans and calculating

freatment times:
iii. Using administrative controls to prevent mis-

administration:

o

o

b2

H -~

e+

)

;

=
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iv. Implementing emergency procedures to be
followed in the event of the abnormal gpera-
tion of a particle accelerator; and

v. Checking and using survey meters,

To satisfy the requirement for a period of super~

vised clinical experience, training shall include 1
year in a formal training program approved by the
Residency Review Committee for Radiology of the
Accreditation Council for Graduate Medical Edu-
cation or the Committee on Postdoctoral Training
of the American Osteopathic Association and an
additional 2 years of clinical experience in thera-
peutic radiology under the supervision of an autho-
rized user at a medical institution, The supervised
l:mcal experience shall include:
Examining _individuals and reviewing their
case histories to determine their snitability for
treatment. noting any lmitations or contrain-

dications:

ii. Selecting the proper dose and how it is.to be
administered:

Calculating the therapy doses and collaborat-
ing with the authorized user in_the review of
patients' or human research subjects’ progress
and consideration of the need to modify origi-
nally  prescribed doses, as warranted by
patients’ or human research subjects' reaction
to radiation; and,

iv. Post-administration follow up and review of

iz

=

.
=}
foer}

) hvsician:

D. With the application the applicant shall provide the name of
each authorized user, ‘and the training and experience that sat-
isfies the requirements in subsection(C).

E. _Each licensee shall establish and maintain a written quality
Imanagement program to provide high confidence the radia-
tion produced by the particle accelerator will be administered
as directed by an authorized user, The quality management
program shall include written policies and procedures to meet
the specific patient safety objectives established by the Radi-
ation Safety Officer or Radiation Safety Committee: if appli-
cable.

Each_particle accelerator shall be calibrated bv an expert
meeting the training and experience gualifications in R12-1-
716(G).

. The Agency shall inspect a particle accelerator before it is

used to treat 3 human.

RI12-1-911. Radiation Survey smonitoring Requirements

=

2

A. The registrant shall ensure that g portable survey instrument
is available at all times in a particle accelerator facility,

B. A person gxperienced in the principles 0 radiation protection
and installation design shall:
September 11, 1998
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Check operation of the portable survey instroment using

a known radiation source prior to ifs use;

Perform and document a radiation protection survey

when changes have been made in shielding, operation,

equipment. or occupancy of adfacent areas;

Perform_periodic surveys to determine the amount of

airbome particulate radioactivity present in areas of air-

bome hazards:

Perform periodic smear surveys to determine the degree

of contamination in target and adjoining areas when the

conditions described in subsection (B)(3) exist

3. Perform surveys as prescribed in the written procedures
established by the Radiation Safety Officer of the parti-
cle accelerator facility

The registrant shall retain the following records:

1. Records of the radiation protection survey required in
subsection and an associated facility description

[

e

[

i

required in R12-1-202(F), yntil the repistration is termi-
nated.

Records of particle accelerator calibration. spot checks,
personnel radiation safety svstem tests. and periodic

radiation protection surveys until the repistration is ter-
minated.

i~

ARTICLE 10. NOTICES, INSTRUCTIONS, AND REPORTS
TO WORKERS; INSPECTIONS

R12-1-10G1. Purpose and Scope seepe

This Article establishes requirements for notices, instructions, and

reporis by licensees or registrants to individuals working for a lic.
ensee or registrant The Article explains the engeged-in—work

u&der-a—keease—ef—regﬁsaaeﬁ—eﬂd— options available to these such

individuals in connection with ARRA AAEC inspections of lic-
ensess oF reglstrams %e—aseeﬁmﬂ—eem&%ee—wﬁ}—ﬁfe—pmeas

aﬁéef regardmg radiologwal workmg condltions The ruEes fegu-
lattens in this Article apply to all persons who receive, possess,
use, own, or transfer sources of radiation licensed by or registered

by weith the ARRA, &&E@pﬂﬁﬂﬁf&t&—ﬂ%g&l&tmmmmele%
and-Artiele3:

R12-1-1002. Posting f Notices for Workers notices-to-werk-
ery

A. Each licensee or registrant shall post current copies of the fol-
lowing documents:
L. The nules regulations in this Chapter;
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2. The license, certificate of registration, conditions or
docurnents incorporated into the license or zegistration
by reference, and any amendments to the license or reg-
istration therets;

3.  No change.

4. Any notice of violation involving radiological working
conditions, proposed imposition of a civil penalty, or
order issued ynder pursvantto-]12 A AC 1, Article 123,
and any response from the licensee or registrant.

B. Ifposting of 2 document specified in g __l_xb_s_g:_c:__tig_mm_{_},
and (3), RE--100260)h(2)-er(3} is not practicable, the

licensee or registrant may post a notice which describes the
document and states where it may be examined.
. No change.

Each licensee or registrant shall post documents Beeuments,
notices, or forms pested, as required by thls Sectmn, 50 that

they are conspicuous and
appear in a sufficient number of places to permit individuals

engaged in work under the Hcense or registration to observe
them on the way to or from any particular work location to
which the document applies;shell-be-censpienous; and shall
1eplace any document if it is be-replaced-f defaced or altered.

E. Agency docaments posted as required in pursuant-to subsec-
tion (A)(4) Ri2-1-1002CANW4Y shall be posted within 2 twe
working days after receipt of the documents from the
Agency; the licenses's or registrant's response, if any, shall be
posted within 2 twe working days after dispatch from the lic-
ensee or registrant. The Sueh documents shall remain posted
for a minimum of 5 five working days or until action correct-
ing the violation has been completed, whichever is later.

R12-1-1003. Instructions to Workers werlers
A, The licensee or registrant shall inform all individuals work-
ing in or frequenting any portion of a restricted area of*
The storage, transfer, or use of radioactive material or of
radiation in saeh—pemaﬂs—ﬁf-ﬂm restricted area and the
health protection problems associated with exposure to
such radioactive material or radiation;

2. No change. .

3. The applicable provisions of Agency ruleg fegaiatiaﬂﬁ
and licenses for the protection of personnel from expo-
sures to radiation or radioactive material occurring jn
each restricted area sueh-areas;

4. Their responsibility to report promptly to the licensee or
registrant any condition which may lead to or cause a
violation of Agency rules regulations and licenses, or
unnecessary exposute to radiation or radicactive mate-
rial;

5. The appropriate response to warnings made in the event
of any unusual occurrence or malfunction that may
involve exposure to radiation or radioactive material;
and

6. The radiation exposure reports which workers may
request under pursuaniio R12-1-1004.

B. No change.

R12-1-1604. Notifications and Reports to Individuals

A. A licensee or registrant shall report radiation Radistien expo-
sure data for an individual and the results of any measure-
ments, analyses, and calculations of radicactive material
deposited or retained in the body ef-en-individusl-shall-be
seperted to the individual as specified in this Section. The
information reported shall include data and results obtained
under parsuantto Agency rules regulations, orders, or license
conditions, as shown in records maintained by the licensee or

registrant pursuant-to-Aveney-regulations. Each notification
Volume 4, Issue #37
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and report shall be in writing;s include appropriate identify-
ing data, such as the name of the licensee or registrant, the
name of the individual, and the individual's social security
number;; include the individual's exposure information; and
contain the following statement:

“This report is farnished to you under the provisions of 12
AAC 1 the-AsizonaRadistion Regulatory-Ageney—rules
entitled-Rarles-for-the Control-ef- Jonizing-Rodistion’. You
should preserve this report for future reference”.

registrant, for example, a consultant to the licensee or regis-
trant or to the workers' representative, shall be afforded the
opportunity to accompany Agency imspectors during the
inspection of physical working conditions.

G. Notwithstanding the other provisions of this Section, Agency

inspectors are authorized to refuse to permit accompaniment
by any individual who deliberately interferes with a fair and
orderly inspection. With regard to any area containing propri-
etary information the worker's averkess' representative for

B. Each licenses or registrant shall provide annual notification that area shall be an individual previously authorized by the
of advise-sueh-worcer-annuaily-of-the-werker's exposure to licensee or registrant to enter that area. With regard to areas
radiation or radioactive material for each worker, as shown in containing information classified by an agency of the U.S.
records maintained by the licensee or registrant under passe- Government in the interest of national security, any individ-
antie R12-1-419(D). nal who accompanies an inspector may have access to such

C. At the request of a worker formerly engaged in work con- information only if authorized etherwise-so—autherized; by
trolled by the licensee or the registrant, each licensee or reg- the classifying agency.
istrant shall furnish to the worker a report of the worker's
exposure o radiation or radioactive material. The Suehreport ~ R12-1-1006. Consultation with Workers During Inspections
shall be furnished within 30 days from the time the request is workers-during-inspections
made, or within 30 days after the exposure of the individual A, A Ficensee or registrant shall afford Agency inspectors talk-
has been determined by the licensee or registrant, whichever ing to a licensee or registration representative the opportunity
is later; and the report shall cover, within the period of time to Ageney—inspesters~may consult privately with workers
specified in the request, each calendar quarter in which the concemning matters of occupational radiation protection and
worker's activities involved exposure to radiation from radio- other matters related to applicable provisions of Agency rules
active material licensed by, or radiation machines registered regulations and licenses to the extent the inspectors deem
with the Agency; and the report shall include the dates and consultation necessary for conducting the—conduet—of an
locations of work under the license or registration in which effective and thorough inspection.
the worker participated during this period. ; ; : pri ,

D. Reports to individuals of their exposure to radiation shall be B. gﬁgm:: t?lia;g:fgg;i{?él?g,:;221:5;;1;%1;“;2%
made according to R12-1-446. When-a-licensee-or-registrant or in writing, any past or present condition which the worker

}e has reason to believe may have contributed to or caused
any violation of the Act, these rules regulations, or license
condition, or any unnecessary exposure of an individual to
radiation from licensed radioactive material or a registered
radiation machine under the licensee's or registrant's control.

If this notification is in writing, the worker Any-such-potice
in—writing—shall comply with the requirements of
RI2-1-1007(A).

R12-1-1005. Licensee, Registrant, and Worker Representa- C. The provisions of R wlﬁ_l_@@__@_) RA2-1006(B5 shall not be

tion During Agency Inspection Presenee-ofrepresentatives-of interpreted as authorization to disregard instructions required

Heensees-or-rezistrants-and-workers-during-inspeetion by pursunnt-to-Seetion R12-1-1003.

A. Nochange. .

B. No change. R12_-1—1€)0?. Requests by Workers for Inspections werkers

C. A worker authorized to consult with an Agency inspector  feFimspeetien
under to R12-1-1006, may authorize another individual to  A. Any worker or representative of workers who believes that a

represent the worker’s interests during the Agency inspec- violation of the Act, these rules regwiations or license condi-
tion. The I-stthe-time-ofinspection-an-individual-has-been tions exists or has occurred with regard to radiological work-
%m%gwmﬁmméaﬁﬂgw ing conditions in which the worker is engaged, may request
inspeetionsy the licensee or registrant shall notify the inspec- an inspection of the facility by the Agency. Any sueh request
tors of the worker’s sueh authorization and shell give the shall be in writing, addressed to the Director, and-shall set
workers' representative an opporfunity to accompany the forth the specific grounds for the request and shall be signed
inspectors during the inspection of physical working condi- by the worker or representative of the workers. The Agency
tions. shall provide a A copy shab-be-previded to the licensee or

D. Each workers' representative shall be routinely engaged in registrant by-the-Agepey no later than at the time of inspec-
work under control of the licensee or registrant or shail have tion except that, upon the request of the worker, the Agency
received instructions under es—specified—in—Section shall protect the worker’s his name and the name of individu-
R12-1-1003. als referred to in the request therein-shall-be-pretected-by-the

E. Different representatives of licensees or registrants and work- Ageney to the extent authorized by law, except for good
ers may accompany the inspectors during different phases of cause shown.
an inspection if there is no resulting interference with the B. If, upon receipt of a reguest for inspection sueh-notice, the
eenduetof the inspection. However, only one workers' repre- Agency's Director determines that there are reasomable
sentative at a time may accompany the inspectors. grounds to believe that the alleged violation exists or has

F. With the approval of the licensee or registrant and the occurred, the Director he shall inifiate an indpection esuse-an
worker’s wweskers' representative an individual who is not 2s soon as practicable, to determine if
routinely engaged in work under control of the licensee or the sueh alleged violation exists or has occurred. Inspections
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performed under pusstantto this subsection need not be lim-
ited to matters referred to in the complaint.

C. AMNe licensee or registrant shall not discharge or in any man-
ner discriminate against any worker because the sueh worker
has filed any complaint or caused to be instituted any pro-
ceeding under these rules regwlations or has testified or is
about to testify in the instituted smy—sueh proceeding or
because the worker exercises, sfthe-exereiseby-such-workes
on behalf of the worker himself or others, ef any option
afforded by this Article.

RI12-1-1008. Inspections not Warranted: Review warranteds
Feview

If the Agency determines, with respect to a complaint under
R12-1-1007, that an inspection is not warranted or there are no
reasonable grounds to believe that a violation exists or has
occurred, the Agency shall notify the complainant in writing of the
suehk determination. The complainant may obtain review of the
sueh-determination by submitting a written request for hearing to
the Agency. The Agency -whe will provide for a hearing before
the Radiation Reguiatoxy Heanng Board under 12AAC 1 Arti-
cle 12 4 and ARS.
Title 41, Chapter 6, Article 1.

Exhibit A.Form ARRA-6 (1993) Notice to Employees. No

change.

ARTICLE 12. ADMINISTRATIVE PROVISIONS

Ri2-1-1209. Notice of Violation

A. Nochange

B. Nochange

C. The notice shall also specify the Licenss or Registration
Division, any proposed sanction and the amount of any pro-
posed civil penalty, unless the civil pepalty is
waived as authorized in pursusntto R12-1-1216(C).

R12-1-1210. Response to Notice of Vielation

A. Except as provided in subsection (D), within 30 calendar
days of the date of the notice, or other time specified in the
notice therein, the person charged with the violation shall
submit a written response which includes a description oft
1. The actions taken to achieve compliance and the results

of the actiong thesein; or
2. Nochange.
3. No change.

B. If the person charged with a violation submits a timely
response, the Director, in consideration of the answer and the
severity level of the violation, shall do ] ene of the following:
1. Issue an order conditionally imposing the full amount of
the proposed civil penalty and any other sanctions pro-
posed;

2. Issue an order conditionally mitigating or waiving the
proposed civil penalty under pussuantte R12-1-1214(B)
RE2-H12HHE);

3, Waive the penalty as authorized ynder pusswantte R12-
1-1216(C);

4. Enter into a consent agreement as authorized under pus-
sgantte R12:-1-1222 Ri2-1-1221,

C. If an adequate and timely response is not received to the
natice, the Director shall issue an initial order conditionally
imposing any or all sanctions and civil penalties proposed in
the notice of violation. If no civil penalty was proposed, the
initial order may impose the base civil penalty scheduled in
R12-1-1216.

B. Nochange
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R12-1-1211, Initial Orders

A. Initial orders are shatt-be valid for 30 20 calendar days after
the date of the order, or until the sueh-ether time specified in
the order, during which time the person charged may:
1. Pay the civil penalty proposed and accept any proposed

sanction, or

2. Request a hearing before the Board.

B. No change

R12-1-1212.
Order

A. Inarequest for a hearing, a person charged with 2 violation

shail include a statement of the issues and the explanations

and the arguments supporting denial of the viplation or dem-

onstrating extenuatmg circumstances, errors in notice, or any

other reasons for not 1mgosmg the cwz% penalty. sanction, or

bnth A pagt t-heari hal-neiade-p-statement-ofthe

Request for Hearing in Response to an Initial

B. The statemem shall 1dent1fy ali issues. ’I‘he fa.ilure to include
an issue may, at the option of the Board beard, foreclose con-
sideration of that issue. If a statement s not provided or is
insufficient the Board may summarily determine the issues.

C. No change

D. Nochange

R12-1-1213. Severity Levels of Viclations
A. The following violations are classified as severity level I vio.
lations:
1. Any failure, malfunction, or insufficiency of a safety
systemn which may result in

a. Anindividual exposure.
b. A concentration of radionuclides, or
c. A radiation level

E!—l excess of 10 times the limits specified in 12A.A.C.1,
or IO times the grescnbed pat:ent dose: fesakmg in-an

& Any inaccurate or incomplete information that is
intentionally provided by a l1censee or_registrant
official .
edge-of-a-licensee-or registant-official, and if the
information had been complete and accurate at the
Hme it was grov;ded,—ﬂa&t—ﬂa&mfemaﬁmﬂm—ﬂ
p}et&emﬁaeew&te,—ef .

f&te-mwae——ﬁeﬁéeé; would have likely
resulted in action such as am immediate order.
reqmred to protect the public health and safety

& Any information that the Agency reqmres be kcpt_
by a licensee or registrant that is incompiete or-
inaccurate because of falsification by or with the -
knowledge of a licensee or registrant official, and if if -
the information had been complete and accurate at
thet:meltwger- % lninans

rate-when reviewed by the Agency, would ha_‘_lé_' '
Volume 4, Issue #37 -
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Iikely resulted in action such as an immediate order
required to protect the public health and safety.
Any concealment or attempted concealment of a sever-
ity level I violation of the Act, 12A.A.C.1 #hi
or a license condition. This is shaH-be a separate viola-
tion and in addition to the original violation,
Any concealment or attempted concealment of a sever-
ity level II violation of the Act, 12A A .C 1 hi
or a license condition. This viplation shall be-expressed
as-a# increase of the severity level of the original viola-
tion by 1 level.
For the
term “licensee or registrant official” means the owner, a
partner, a corporate officer, a radiation safety officer,
the individual signing an application for a license or reg-
istration, or the chairman of any radiation safety com-
mittee supervising the radiation safety program of the
licensee or registrant.
following violations are classified as severity level II

violations:

1.

&

4.
C. The

Any failure, malfunction, or insufficiency of a safety
system which may result in
An individuat exposure,

a
b. A concentration of radionuclides. or
¢ A radiation level

in excess of 2 times the limits specified in 12AA.C1 or
2 times the prescribed patient dose resulting in-an-indi-

No change.

Any concealment or attempted concealment of 2 sever-

ity level III violation of the Act, 12 A A.C.1 this-Chapter

or a license condition by a Hcensee or registrant official

as defined in subsection (A)(6) ebeve. This violation
be-expressed-as-nn-

shall increase of the severity level of
the original violation by 1 level.

No change.

following violations are classified as severity level Il

violations:

L
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Any failure, malfunction, or insufficiency of a safety
system which may result in

4. Anindividual exposure,

b. A concentration of radionuclides, or

C.

A radiation level

in excess of the limits specified in 12A.A.C.1, or 20% of
a prescribed therapeutic patient dose resulting:—inan

hod & 3 ot dose.
Any concealment or attempted concealment of a sever-
ity level IV or V violation of the Act, 12A.A C. this
Chapter or a license condition. This vjelation shall be
expressed-as—an increase ef the severity level of the
original viclation by. 1 level.

Any violation of the safety requirements for the use,
storage, disposal or the preparation for transportation of
sources of radiation, as prescribed in the Act, this Chap-
ter or in a license condition, provided the violation does
not meet the criteria for a severity level I or II violation

7.
The

and the licensee does not maintain a radiation safety

quality assurance program meeting the requirements of

RI12-1-407 .

Any factually incorrect statement-exeept-an-aceidental
i i - 5 upon

which the Agency relied or would have relied in consid-

eration of any action.

Any attempt to interfere with the progress of an inspec-

tion by the Agency.

The acquisition of any source of radiation without the

applicable current registration or license, unless other-

wise authorized by these rules; or use of the source out-

side the scope of the current registration or Heense.

No change.

following violations are classified as severity level IV

viglations.

1.
2.

[

4,

No change.

Any_ violation of the safety requirements for the use
storage, disposal, or preparation_for transportation of
soyrces of radiation, prescribed in the Act. 12AAC.1.

or in_a license or registration condition. provided the
violation does not meet the criteria fora severity level I,

11 or IH violation:
Failure 10 maintain records of mammosraph

nali

gonfrol tests, listed in Appendix B of 12 AACT Arti-

cle 6.

strated:
Any failure to comply with the reporting requirements

inthe Actor 12AA.C.1,

E. The following violations are classified as severity level V

1

A

E

Failure of a registrant or z Jicensee 1o comply with the
record keeping requirements of:

a. The Act,
b. 12A.A.C1:er
c.

A _registration or facility certification. or Jicense
condition, provided that all safety requirements
preseribed in the Act, 12A.A.C 1. or in a license or
registration condition are met or otherwise deman-
strated.

If compliance with all safety requirements cannot be
demonstrated by the registrant or licensee the failure to
comply with the record keeping requirements is classi-

fied as a level TV violation,

R12-1-1214. Mitigating Factors
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Distribution Open Field Trradiator
Class C Laser Facility Secondary Uranium

Fixed Gauge Class A

Recovery
Waste Processor

Class A
Industrial Radjography Class A 'Well Logging

Low Level Radioactive Waste

NORM Commerciat Disposal Site

Disposal Site

X-Ray Machine Class A

" 2. Division II licenses and registrations:
fwasnot-a-wiltfulvielation:
B:A,The Agency may refrain from issuing a Notice of Violation road Industrial Class B Laser Light Show
for Severity level IV or V violations identified by the regis- Broad Indnstrial Class C Lirnited Academic
trant or licensee provided the severity level IV or V viola- Class B Industrial Radio-
tions are identified in an inspection report, and the report frequancy Facility Medical Imaging Facility
includes a brief description of the corrective action, and that Class B Laser Facility Medical Laser
the violation meets all of the following criteria: Class C Industrial Radio-
L. It was identified by the licensee, as a result of an event frequency Fagility Medica] Materials
discovered by the licensee or registrant; Class B
2. 11:‘: \I:ras ntc:t a violatio? (tihat could reasonably be expected Fixed Gauge Class B Medical Radio-
0 have been prevente ' frequency Device Facility
by the licensee's or registrant's corrective action for a previ- Health Physics Class A Research and I)eve]?)cplh
ous violation or a previous licensee or registrant finding; ment Self Shielded Trradi-
3. It was or will be corrected within a reasonable time, by ator
specific corrective action coramitted to by the registrant Industrial Radiation o
or.licensee er-registrant by the end of the inspection, Machine Tanning Facility
The corrective action shali include comprehensive mea- Industrial Radiography
sures that will prevent reoccurrence;-ineluding immedi- Class B Waste Processor Class B
a%e—emm’ewe——&e&e&—&aéfe&n@feha%eem NORM Commercial
X g s . A-hay Machine C1ass B
4, It was not a willful violation or if it was wiliful; Disposal Site A-Ray Machine Class B
a. The violation was reported to the Agency; . 3. Diyision III licenses and registrations:
b.  The violation appears to be the isolated action of an
employee without management involvement and Class A Laser Facilit Leak Detector
the violation was not caused by lack of manage- Class A Industrial .
ment oversight; Radiofrequency Facility  Limited Indusril
Radigirequency racility LABIECC INAUSITIal
c. fﬁ;fﬁﬁgfzﬁglﬁeﬁgggﬁgfﬁ taken by the lic- Depleted Uraniom Medical Materials
t, g stch-that-it-dem- Class C
mp:?:ons;;ousness of the violation to all Gas Chromatograph Other Radiation Machine
B.C:The Director may skalt: General Depleted Uranium ~ Portable Gauge
1. Reduce the scheduled civil penalty, including any aug- ng%%—‘g.ﬂll—al %Sfﬁi{ﬂf_nélﬂlx
mentation, by 50% for the discovery, remedy, and vol- %e%v—e{i%g“ Lneassilied
untary reporting of a severity level I or I severity-level wJeneral Y elennary Vet .
LH-er-Hi violation by the registrant or licensee; or - Medicine . M—M—cé’—%
2. Waive the scheduied civil penalty, including augmented Health Fhysics Class B &@Mgﬁs—c"
civil penalties, for the discovery, remedy, and voluntary Laboratory Reciprical
reporting of a severity level Ifi, IV, or V severit-level Radioaetive waste transfer-
Fi—or-¥ violation by the registrant or licensee. For the for-disposal
purposes of this rule.” voluntary reporting” means that ¥
the registrant or Hcensee has notified the Agency of a
violation, the reporting of which, may or may not be
required under 12A.A.C.1
R12-1-1215. License and Registration Divisions
A. Each registrant or license type is shattbe classified into 1 ene
of 3 three administrative sanction divisions.
1. Division I licenses and registrations:
Broad Academic Class A Major Accelerator Facil-
ity 2
Broad Academic Class B Medical Materials
Class A
Broad Academic Class C Medical Teletherapy
Broad Industrial Class A Nuglear Laundry
Broad Medical Nuclear Pharmagy
September 11, 1998 Page 2519 Volume 4, Issue #37
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Any person required by the Act to register the use of a gen-
eral license with the Agency, or to obtain a specific license
from the Agency, is shall-be considered a licensee of the
appropriate type notwithstanding the failure of the person to
register or obtain a license.

Out-of-state licensees issued a general license for reciprocal
recognition under pursuant-te R12-1-321 are shall-be classi-
fied in accordance with an appropriate specific license type
defined in R12-1-1302.

For administrative purposes. the following individuals are
classified with the Division Il licensees and registrants in
subsection (AY3):

Any individual not required 1o register the use of 2 gen-
eral license:

Any individual not required to obtain a specific license:
Any individual not required to register a source of radia-

tion who violates the Act or 12A.A.C.1: and
Any x-ray machine servicing registrant.

B & & 10

i—a

i

[~

RI2-1-1216. Base-Sechedule-of Civil Penalties
A. Except as augmented by R12-1-1217, the schedule of civil

penalties is shall-be as follows:
1. No change.

a. No change.

b. No change.

¢. Nochange.
2. No change.

a. Nochange.

b.  No change.

¢. Nochange.
3. Nochange.

a.  Nochange.

b. No change.

¢. Nochange.
4. No change.

& No change.

b.  No change.

¢.  Nochange.
5. Nochange.

a. No change.

b.  Nochange.

¢. Nochange.
Payment of civil penalties for severity level I and severity
level II violations may not be avoided merely by rectifying
the condition; however, Board may mitigate or waive the
penalty upon determining a violation meets all of the follow-
ing:

C.

1. Itwas not a violation that could reasonably be expected
to have been prevented by the licensee's or registrant's
corrective action for a previous violation or a previous
licensee or registrant finding;

2. Itwas or will be corrected within the time given for cor-
rections, by specific corrective action committed to by
the licensee or registrant by the end of the inspection,
which_includes including immediate corrective-action
and comprehensive measures eorrective-setion to pre-
vent recurrence;

3. It was not a willful violation.

The Director or Board shall waive payment Payment of pen-

alties for severity level devels III through severity level V vio-

lations wi i i provided:

1. The violation is not subject to augmentation under pus-
suantto R12-1-1217, and

2. The registrant or licensee submits a timely and adequate
response to the notice, rectifies the conditions which
appear to have caused the violation, and otherwise com-

plies with the Act, 12A.A.C.1, registration, this-Chapter,
and license conditions, ;

R12-1-1217. Augmentation of Civil Penalties

A
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A continuing violation is shalf, for the purposes of calculat-
ing the proposed civil penalty, be considered a separate vio-
lation for each day i continues i i . The
second (or successive) day of a continuing violation is not
shell-not-be considered a repeat violation of the violation
occurring on the 1st firest day.
If a second severity level I violation is committed within §
five years, the Agency shall increase the base scheduled civil
penalty shall-be-inereased by 100%, provided the license is
not revoked under pursuantto R12-1-1219,
If 2 2nd second severity level IT violation is committed within
a period of3 five years, the Agency shall increase the base
scheduled civil penalty by shell-be-inereased S0%, provided
the registration or license is not revoked under pussusnt-te
R12-1-1219. . :
If a severity level IH violation is repeated within 5 five years,
the Agency shall increase the base scheduled civil penalty by
shall-be-inereased 50%. i
fovd lanee: If the same severity level
II violation is repeated a 2nd seeend time within 5 five
years, the base scheduled civil penalty shall be increased by
100%, provided the registration or lcense is not revoked
under pursuantio R12-1-1219.
If a severity level IV violation is repeated within 5 five vears,
the Agency shall propose the base scheduled civil penalty

1. Ifthe same vio!aiion occurs 3 times is-repeated-a-second
Hme within 5 five years, the Agency shall increase the
base scheduled civil penaity shall-be-inerensed by 50%.

2. If the same violation gccurs 4 times is-vepeated-a-third
tirse within 3 five years, the Agency shall increase th
base scheduled civil penalty shati-be-increased by 100%,
provided the registration or license is not revoked under
pussuantie R12-1-1219.

September 11, 1998



Arizona Administrative Register

Notices of Proposed Rulemaking

If greater than 3 severity level V violations are observed dur-

show cause why the license should not be suspended or
revoked.

If repeated or different severity level III violations are com-

F. mitted on 3 three scparate occasions within any 3 five year
ing 2 consecutive inspections. the Agency shall impose a period, the Agency may require the registrant or licensee
civil penalty each violation. The base ¢ivil penalty for each shall-be-required 1o show cause why the license should not be
violation is the base scheduled civil penalty assessed for a suspended or revoked.
severity level V violation. If the inspection shows repetition
of a violation the base civil penalty for each repeat violation ~ R12-1-1220. Escalated Enforcement
is the base scheduled civil penalty assessed for a severity ~ A. The Director may issue an order fo suspend or modify a rep-
level TV violation, Subsection (E) does not apply to penalties tstratton or lscense or 1mDound a radzatlon source for
under this section. P : E-OF- FRetiying

G. Other rights and procedures are not shall-net-be affected by
the repeat nature of a %he violation. I&%ease-s&aa}l-&ewﬂ :

v 1. Any severity level I violation, or
G 2. Any of the following ocourring within a 5 five year

H. A person may avozd the Fhe penalties in subsections (D):{E} period:
end—{F} and (E) ebeve, may-be-avoided-by demonsirating a. A repeat severity level If violation,
showing to the Director in the response fo the to-propesed b. A different 2ud secend severity level II violation,
eivil penalty that the violation meets all of the following cri- or ,
teria: ¢. A severity level I violation after a severity level I
1. It was not a violation that could reasonably be expected violation.

to have_ been _prevented by Fhe lic_e nsee s or registrz?nt’s B. The Director may issue an order impounding the radiation
IC.OH ective action for ?: p(;-‘e v1.ous violation or a previous source or suspending or modifying the registration or
ieensee or 'reglmt 1 mgz . . . license at-any-tisne upon determining that conditions exist
2. Itwas or wili be corrected within the time given for cor- which cause a potential for a severity level I or severity
rection, by specific corrective action committed to by level T violation,
the licensee or registrant by the end of the inspection,
which includes ineluding immediate eorrective—nction ¢ “““"g"”x"”mw ]A ! !encshal !lhOEdh fm Hearings-shel
corrective-aetion -
iﬁ;:gzﬂ;;;:i::swe measures to pre D.  An order of impoundment or registration/license suspension
3. 1t was not a willful viclation or mod;ﬁcatmnl shall remain in effect until the order is sus-
. ’ L . . pended or medified by the Board pursuant to AR.S. § 30-
I. Notwithstanding any other provision of this section, the 688.
Agency shall not impose a se penafty that exceeds shall
exceed a maximum of 35,000 five-theusand-dellars for each R12-1-1222. Enforcement Conferences
violation fOi‘ 53‘311 day up to a maximum Ofﬁﬁ.ﬂﬂ_ﬂﬁ.&w A. An enforcement conference_for purpose of establishing a
30 day Fy-0A consent agreement consists shall-eensist of a meeting in per-
period. son between management personnel of the registrant or lic-
. s . ensee and the Agency.
R12-1-1218.  Payment of Civil Pem':lt_les ., B. The enforcement conference shall-be informal, however the
A. A person shall pay Payment-of civil penalties imposed under A halt mak 4 of i . y
; . ) gency shall make a record of items discussed and deci
this Article shal-be-made by certified check or money order . hed shell-be-rmade. Statements made at the confer-
payable to the Agency, and mailed or delivered to the Sions reache N - SLUCIIERLS Made at e conter
. - ence shall not be introduced in evidence at 4 formal hearing
Agency at the address shown on the notice of violation. url .
T . ess all parties have consented.

B. Pavment of a civil penalty is Paymentshall-be due 30 calen- C. Based on the results of th 5 the A .
dar days after the effective date of the final order imposing . Dase {_) R ¢ resu _0 © Cfm efence, © Agency may:
the civil penaities, unless an alternate payment schedule is 1. Dismiss the notice of violation; -ef;
agreed upon before that date. A Ne payment schedule shall 2. Enter into a consent agreement; or
not extend beyond 1 ene year after the due date. 3.2 Continue with, or initiate, formal proceedings.

R12-1-1219. Additional Sanctions - Show Cause R12-1-1223. Registration and Licensing Time-Frames

A, If aseverity level I violation is repeated or if any 2nd secend A. The Agency shall perform an administrative completeness
severity level I violation is commitied within 10 fen years, review and substantive review of an application for a new or
the Agency shall require the registrant or licensee shatl-be renewal license or registration: or an amendment to a license
reguired to show cause why the license should not be sus- or_registration within the time-frames provided in Table A
pended or revoked. The Agency shall review an application for an amendment to

B. If any 2nd seeond severity level 1! violation is committed an existing license or registration which changes the license
within § five years, or if a severity level H violation involving category listed in R12-1-1306. using the time-frames speci-
radioactive effiuent releases, excessive radiation levels or fied for the requested ¢atepory..
radiation: overexposure to an individual is committed within 5 B. If an applicant fails to respond to a written notification of
five years of a similar severity level I violation, the Agency deficiencies within the time-frame specified in R12-1-1309
shall require the registrant or licensee shatl-be—required to the Agency shall consider the application abandoned.
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Table A. Registration and Licensing Time-frames
Table A

REGISTRATION AND LICENSING TIME-FRAMES

License or Repistration Administrative Completeness  Substantive Review Time Frame

category in R12-1-1306 Review Time Frame, in days in days In days

Overal! Time Frame.
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cls 30 90 120
cl6 30 20 120
cz 30 90 120
DL 30 90 120
D2 30 90 120
D3 30 90 120
D4 30 30 60
D5 30 30 60
D6 30 9 120
D7 30 30 60
D8 30 60 90
D9 30 % 120
DI0 30 90 120
DI1 365 1.095 1460
DI2 180 730 910
DI3 90 365 455
D14 30 90 120
DIS 30 30 60
D6 15 15 30
D17 30 30 60
D18 30 90 120
D19 120 365 485
EL 30 30 60
E2 30 30 60
E3 30 30 60
E4 30 30 60
ES 30 90 120
E6 30 30 60
E7 30 30 50
E8 30 30 60
E9 30 30 60 *
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E10 15 13 a0
Ell 30 30 60
El2 30 30 60
E13 30 30 60
El4 30 30 60
El3 30 30 60
Elé 30 30 60
J2A¥) 36 90 120

ARTICLE 13. LICENSE AND REGISTRATION FEES

R12-1-1301. Definition

“Combined” means the Agency has granted authorized activities
grenting-of theauthorities contained in 2 #we or more license types
in a single license document, and requiring the payment enly of a
single license fee for, the more expensive license of the planned
combination Heense-ofthe highest-costtype-of licenses-combined,

R12-1-1302. TFypes of Licenses and Registrations

A. Category A licenses are shali-be those specific licenses which
authorize a school, college, university, or other teachmg
facility to possess and use radioactive materials for instruc-

tional or research purposes. A-eategery-A-Hicense-may-notbe
combined-with-nny-sthertype-of-license:

I. A broad academic class A license is any category A

sealed sousces containi;:g radioactive materials for a
therapeutic purpose in quantities which require hospital-
ization of the patient for radiation safety purposes. The
license may authorize other radioactive materials and
other medical uses, except teletherapy;-in-additionto-the
above,

3. No change.

4. Nochange,

5. A medical teletherapy license is a specific category B
license which solely authorizes radioisotopes in the
form of multi-curie sealed sources for use in external
beam therapy. The Azency shall not combine a A medi-
cal teletherapy license mey-not-be-sombined-with any
other type of category B license.

6. No change.

license which meets the specifications of R12-1- C. Category C licenses are thoge shell-eensist-of specific or gen-

310(A)(1) RI-1-310(G)D.

2. A broad academic class B license is any category A
license other than a broad academic class A license
which meets the specifications of RI12-1-310(AX2)

3. A broad academ'ic class C license is any category A
license other than a broad academic class A or B license
which meets the specifications of R12-1-310(A)3

4. A limited academic license is any category A license
which authorizes only those radioisotopes, forms, and
quantities individually specified in the license.

B. Category B licenses are those shell-eensist-of specific or gen-
eral licenses which authorize the application of radioactive
material or the radiation from it therefrom to 2 human being
for medical diagnostic, thcrapeutlc or research purposes, or
the use of radioactive material in medical Iaboratory testing.
Except for a type B6, general medical license, the Agency
shall not combine a category B license may not be combined
with a license of any other category.

1. Abroad medical license is any category B license which
meets  the specifications  of __RI12-1-310(AY1)

and meets the requzrements of 12
AAC 1, Article 7
RE2-1-336(G)2). A broad medical license may autho-
rize any medical use other than teletherapy.

2. A medical materials class A lcense is any specific cate-
gory B license, other than a broad medical license,
which authorizes the use of radiopharmaceuticals and
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eral licenses authorizing the use of radicactive materials in

any activity other than those authorized by a category A, B,

or D license. Except as specifically authorized in this Section,

The Agency shall not combine a category C license may-net

be-sombined with any other type of license.

1. A broad industrial class A license is any category C
license which meets the specifications of R12-1-
310(AX1) RI2-+-3HGYH). The Agency may combing
a # broad industrial class A Jicense mav-be-combined
with any other category C license except industrial radi-
ography, open field irradiator, or well logging licenses.

2. A broad industrial class B license is any category C
license other than a broad industrial class A license
which meets the specifications of RI2-1-310{AX2)
RI2-1-316(6323. A broad industrial class B license
may be combined with any other category C license
except industrial radiography, open field irradiator, or
well logging licenses.

3. A broad industrial class C license is any category C

license other than a broad industrial class A or B license

which meets the specifications of RI2-1.310(AX3)

REZ-1-3H0(63633. The Agency may combine A broad

industrial class C license may—be-combined with any

other category C license except industrial radiography,
open field irradiator, or well logging licenses.

No change.

A portable gauge license is a specific chtegory C license

which authorizes radioactive materials in the form of

sealed sources for use in measuring or gauging devices

o
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designed and manufactured to be transported to the loca-
tion of use. The Apency mav combine a # portable
gauge license spay-be-combined with any broad scope
industrial license or a fixed gauge class A license.

A fixed gauge class A license is a specific category C
license which authorizes the possession of 30 or more
measuring or gauging devices containing radioactive
materials, #nd where each device is permanently
mounted for use at a single location.

A fixed gauge class B license is a specific category C
license which authorizes the possession of 1 through 49
measuring or gauging devices containing radicactive
materials, srd where each device is permanently
mounted for use at a single location.

No change.

No change.

No change.

No change.

No change.

No change.

A self-shielded irrediator license is a specific category C
license authorizing the use radioisotopes in the form of
sealed sources for irradiation of materials in a shielding
device from which the sources are not removed during
irradiation. The Agency may combine a # self-shielded

irradiator license sey-be—eombined with any broad
industrial bread license.

. No change.

A _research and development license is 2 specific cate-
gorv C license which authorizes a licensee fo utilize
radioactive material in unsealed and sealed form for
industrial, scientific, or biomedical research. not includ-
ing administration of radjation or radicactive material to
human beings.

license is a specific category C license
which authorizes a licensee to perform specific in-vitro
or_in-vivo medical or veterinary testing, while possess-

ing_quantities of radioactive material greater than the
general license quantities authorized in R12-1-308.

Category D licenses are the following specific radioactive

material Hoenses. Except for type D4, depleted uranium; fype
D8 and D9, health physics: and type D14, additional facilities
licenses, the Agency shall not combing a category D license
may—&e%-be-eembmeé with any other license.

[¥8)

September 11, 1958

A distribution license is one which, exeept-as-neted;

authorizes the commercial distribution of radioactive

materials or radioisotopes in products to persons holding

an appropriate general or specific license. The Agency
shall ensure that a distribution lHcense does not:

a.  Authorize A-distribution-Heense-shall not-authorize
distribution of radiopharmaceuticals or distribution
to persons exempt from regu!atory control; or

b, Authorize
any other use of the radioactive material. An appro-
priate category C license is sheltb-be required for
possession of radioisotopes and their incorporation
into products.

No change.

No change. ‘

The Agency may combine A depleted urapium license is

one which authorizes the use of depleted uranium as a

concentrated mass or as shielding for other radiation

sources within a device or machine. A depleted vranium

license mey-be-eombined with a medical teletherapy
Heense; a broad industrial A, B or C license; a poriable
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gauge license; a fixed gauge class A or B license; an
industrial radiography class A or B license; or a
self-shielded irradiator license..

No change.

No change.

No change.

A health physics class A license is one which authorizes
the use of radicactive materials for pexforming to-per-
form instrument calibrations, the processing of leak test
or environmental sampics or providing the-provision-ef
radiation dosimetry services.

No change.

A secondary uraniurn recovery license is one which
authorizes the extraction of namral uranium or thorium
from an ore stream or tailing which is being or has been
processed primuarily for the extraction of another min-
eral. The Agency shall not combine 2 4 secondary ura-
nium recovery license muy-not-be-combined with any
other license.

A low-level, radioactive waste, landdisposal facility
license is 1 ene which is issued for a “land disposal
facility” as that term is used in M@M
442 Ri2--430-and-Ri2-1-434; is constructed and oper-
ated according to the requirements in in-aecordanee-with
10 CFR 61, 1998 Edition, published January 1, 1998,
incorporated by reference and on file with the Agency
and the Office of the Secretary of State, containing no
future editions or amendments; and having a closure or
long-term care plan meeting the requirements of 10 CFR
61

A waste processor class A leense is one authorizing the
incineration, compaction, repackaging, or any other
treatment or processing of low-level radioactive waste
prior to transfer to another person authorized to receive
or dispose of the waste. The Agency shall not combine a
A waste processor class A license may-net-be-combined
with any other license. _

A waste processor class B license is one which attho-
rizes a waste broker to receive prepackaged, low-level
radioactive waste from other licensees; combine the
waste into shipments; and transfer the waste without .
treating or processing the waste in any manner and with--:
out repackaging except to place damaged or leaking . .
packages into overpacks. The Agency shall potcombine =
A waste processor class B license may—ae%—be—eembmed
with any other license. -
No change. :
A possession-only license is a license of any other catc- e
gory which authorizes only the possession in storage,

but no use of, the authorized materials. A license which -

has been suspended as an enforcement action is not shelt. =
aet-be considered a possession-only license. S
No change.

A radioactive waste transfer-for-disposal I:cense is an '

authorization for the generator of radipactive waste tor

transfer the radioactive waste for disposal at a licensed '
disposal site under R12-1-439 and R12-1-442. This -
Hcense is subject to a special fee as prowded bx v
R12-1-1307 but is exempt from annual fees... ' v -

18. No change.

A NORM commercial disposal site license 1s one that s
authorizes the receipt of waste m@terlai contaminated -

with naturally occurring radioactive material from other. .
licensees for permanent disposal, provided the conceni-: -
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tration of the radioactive material does not exceed Table 13-1
74kBq (2,000 picocuries)/gram. Category Type Annual fee
E. Category E registrations and licenses are those that register Al Broad academic class A .. ... .. $2.,600
the possession_of x-ray equipment or license the use of non- A2, Broad academic class B .. ... .. $1,500
lonizing radiation producing equipment e-radiation-machine A3, Broad academic classC ... .. $1,200
under persuentte 12 AAC. 1, Article 2 or 14 of-this-Chap- A4 Limited ..o $600
ter. The Agency shall not combine Category E registrations
or licenses may-not-be-eombined with any other registration Bl Broad medical. . ............. $1,650
or license. B2. Medical materjals class AL .. ... $1,400
1. An X-ray machine class A registration is one authoriz- B3. Medical materials class B. .. ... $1,000
ing the possession of X-ray machines and particle accel- B4. Medical materials class C...... $500
erators in & hospital or other facility offering inpatient BS. Medical teletherapy. . . ........ 51,650
care. B6. General medical ............. $75
2. An X-ray machine class B registration is one authoriz-
ing the possession of X-ray machines and particle accel- Cl. Broad industrial class A ....... $2,200
erators in a medical, osteopathic, or chiropractic office 2. Broad industrial class B ..... .. $1,600
or Clmic not offering mpat:ent care; Or possession the C3. Broad industrial classC ..., .., 51,250
in a school, college, uni- c4, Limited industrial . ........... $500
versity, or other teaching facility, Cs. Portable gauge. .............. $500
3. No change. Ce. Fixed gaugeclass A .......... £800
4. Nochange. Cr. Fixed gaugeclassB .......... £500
5. No changa_ C8. fLeak detector, ............... $300
6. No change. co. Gas chromatograph. .......... $300
7. A class A laser facility license is one which authorizes C10. General industrial . ........... No Fee
the operation of 1 fo 10 enete-ten laser sysiems subject CIt. Industrial radiography class A . . $1,650
to R12-1-1433. Cl2. Industrial radiography class B. .. $1,500
8. No change. Cl13. Open field imadiator. . ........ Fulf Cost
9. No change. Cl4. Self-shielded frradiator. .. ..... 3600
10. No change. C1s. Welllogging................ 31,750
11. No change. Cl6. Research and Development ... . 3750
12. Nochange. Cl7. Laboratory. ............. - $600
13. Nochange. _ ) _ B DL Distribution . ............... $2,150
14. A class A industrial radiofrequency device facility D2 Nuclear pharmacy . . .. ........ $2.150
license is one authorizing 1 10 5 ene-to-five radiofre- D3.  Nuclear laundry. ............. $2,250
quency heat sealers or industrial microwave ovens. D4 Depleted uranium ... . ...... .. 2100
15. No change. Ds. General depleted uranium. . . . .. $73
16. No, change. DS, Veterinary medicine ... ..., .. $300
17. No change. 7. General veterinary medicine .. . $75
R12-1-1303. Fes for Initial License and Initial Registration Dy o :;‘:::: gass oo
Aﬂ Dlg. Secondary uranium recovery . . . $4,000
hy the appropnate fee as prescnbcd in R12-1 1306 except that the D11 II;?;: ;::le;;;dm??t‘“f? ‘“jasm (3) Bl Cost
fee will be prorated on a quarterly basis for applications submitted DI2. Waste processor class A .. ... $2.250
after March 31. D3, Waste processorclass B ....... $500
R12-1-1304. Annual Fees for Licenses and Registrations Dla. Additional facility............ 1
A. No change. D15, Poss‘ession only....... ...l 2)
B. No change. D16, RCCI.Q!'OC.EI .................. 3
C. 1If alicensee or registrant fails to pay the annual fee by Janu- D17 Radioactive waste
s ; transfer-for-disposal . . ........ 3
ary 1, the license is shalb-be-deemed not current. Dig Unclassified Full C
D. If alicensee or registrant fails to pay the annual fee by ApnI D.ii-l Ngn:sj;rfm;:‘rc'i;ai d;s osal s:te ) ;0 0 (;’éé
1, the Agency shall apply administrative sanction provisions _ * Torm commereial disposal site. . $200.000
of 12AAC. 1 Article 12 efthis-Chapter-shall be-applied. EL X-ray machine Class A (per
R12-1-1305. Method of Payment tube) ... $64
A. An applicant licensee or registrant shall pay fees Paymentof E2. X-ray machine class B (per tube) $44
fees-shall-be by check or money order, payable to the “State E3. X-ray machine class C (per tube) $36
of Arizona” at the address shown on the application, license, E4. Industrial radiation machine
registration, or renewal notice. (perdevice)................. 536
B. No change. Es. Major accelerator facility . ... .. Full Cost
E6. Tanning facility (per device). , .. $24
R12-1-1306. Table Sehedule of Fees E7. Class A laser facility. . ....... %5150
A.  The application and annual fee for each category type are as E8. Class B laser facility.......... $3s50
shown in Table 13-1. E9. Class C laser facility . ......... 3600
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E10. Laserlightshow ............. §350
Ell. Medical laser facitity (per faser

SYSem). .. .o 840
El2. Medical RF device facility

(perunit) ................ ... $40
El3. Medical imaging facility (per

1176514 $30
El4. Class A industrial radiofrequency

facifity ..., $60
El15. Class B industrial radiofrequency

faciity . ... 3180
El6, Class € industrial radiofrequency

facHity . ... $300
El7. Other radiation machine ... .., . Full Cost

Notes: (1) 20% of the base fee for each additional site, not
to exceed 100% additional for all sites.
(2} 50% of the annual fee for the license type re-
quired for full use of the stored radioactive materials.
(3) SeeRI12-1-1307.
The annual fee for a license or registration for which the
scheduled fee is “Full Cost” is shall-be approximately 18% of
the full actual cost to the Agency for the personnel, consult-
ants, facilities, equipment, supplies, and transportation used
in evaluating the original application. The cost of all A% ap-
plications for amendments and all regular inspections dm'ing
the 5 five-year normal life of the license or registration, is
calculated as follows:
1. The application fee jg shall-be based on estimates of the
cost which are shall-Hn-tora-be based on consideration of

(in order of preference):
a. Nochange.
b, No change.

¢. Nochange.

2. Annuval fees for the 2nd seeond through 4th fowrth years
are shetl-be determined by recalculation of the estimate
made under subsection (B)(1)
ebove, considering the actual cost based on experience
in previous years and any revision of the estimated fu-
ture costs.

3. The fee for the 5th £ifth vear is shall-be 22.5% of the
total actual cost to the Agency 1o issue and service the
license or registration over the Jgt first 4 four years of
the license.

R12-1-1307. Special License Fees

A.

The fee for a Type D16 license providing reciprocal recogni-
tion under R12-1-320 of a radioactive materials license
issued by the U.S. NRC or another state is 1 shall-be ene-half
of the annual fee for an Arizona license of the appropriate
type. The fee is shatt-be due and payable at the time reciproc-

B.

C.

ity is requested, and the general license does shall not
become current until the fee is paid.
The fee for 2 Type D17 radioactive waste transfer-for-dis-

mm__ﬂ&mmmemqumﬂgeeﬁxﬁe&am%&%

$2 5() per cuhxc foot of waste transferred mcludmg packag—

ing.

1. A standard 53-gallon drum waste package i3 shatl-be
considered to be 7 1/2 cubic feet of waste.

2. The fee is shalt-be due at the time the waste is shipped,
unless a prior written agreement between the licensee
and the Agency is in effect. The total fee due shall be
paid to the Agency in accordance with R12-1-1305(A),

For_a low-level radioactive waste disposal site the initial
application fee is $3,000.000. The annual fee for the 2nd
through 5th vears is $3.000.000. The Agency shall promul.
gate a new fee rule for vears subseouent fo year 5. Based on
data gathered during the first 5 years, the Agency shall set
reasonable fee after consideration of the following factors:

1. Unrecovered costs which the Agency may charge under
ARS. §30-634(BY(18).

2. Actual costs incurred by the Agency.

Ri12-1-1308. Fee for Requested Inspections

A.

12-1-1349.
cation

A

i

A licensee or registrant may request an inspection of its facil-
ity at any time. The Agency shall wiH biil the licensee or reg-
istrant 90% of the full cost of the inspection, based on
personmel time for preparation, travel, on-site inspection,
review of findings, and preparation of report, charged at $25
per hour and mileage charged at the most current rate estab-
lished by the Department of Revenue under A.R.8.§30.623
25¢-per-maite.

No change.

I.  No change.

2. No change,

3. Nochange.

Abandonment of License or Registration Appli-

Any license or registration application for which the appli-
cant has been provided 2 written notification of deficiencies
in the application and for which the applicant does not make
a written attempt to supply the requested information or
request an extension in writing within 90 days of the date of
the written notice of deficiencies, shall be considered aban-
doned and will not be processed.

If an applicant does not act in the time frame specified in
subsection(A), a new application shall be submitted with the
appropriate fee.

NOTICE OF PROPOSED RULEMAKING

TITLE 12. NATURAL RESOURCES

CHAPTER 2. MEDICAL RADIOLOGIC TECHNOLOGY BOARD OF EXAMINERS

PREAMBLE
1. Section Affected Rule Making Action
Article 3 Repeal
Article 3 New Title
R12-2-301 Repeal
R12-2-301 New Section
R12-2-302 Repeal
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2. The specific authority for the ruole making, including both the authority statute (general) and the statutes the rules are
implementing (specific):
General: AR.S. §§ 32-2803(A), 41-1073 to 1078

Specific: A.R.S. §§ 32-2803(B) and (C), 32-2804, 32-2812, 32-2813, 32-2814, and 32-2816.
3. The pame and address of agency personnel with whom persons may communicate regarding the rules:

Name: John Gray

Address: Arizona Radiation Regulatory Agency
4814 South 40th Street
Phoenix, Arizona 85040

Telephone: (602) 255-4845, Ext. 241

Fax: (602) 437-0705

4. An explanation of the rule, including the agency's reasons for initiating the rule:
Article 3 The article title and sections are repealed. Application processing time-frames for radiclogic technology certifica-
tion and radivlogic technology school approval are added as required by the new law AR.S. § 41-1073.

R12-2-301 The approved schools of radiologic technology are repealed. Listed are the time-frames for processing applications,
and associated requirements that must be met by the Board.

R12-1-302 Requirements for use of x-rays by radiologic students are repealed.

authorify of a political subdivision of this state:
Not applicable.

6. The prelimipary symmary of the economic, smal} business, and consumer impact:

With the exception of the Agency, the economic impact to all affected parties should be none to minimal. Failure to comply with
the time-frames will result in the Agency having to meet the financial consequences described in § 41-1077.

7. The name and_address of agency personnel with whom persons may_communicate with regarding the accuracy of the
gconomic, small business, and consumer impact statement:

Name: John Gray, MRTBE Program Manager
Address: Arizona Radiation Regulatory Agency
4814 South 40th Street
Phoenix, Arizona 85040
Telephone: (602) 255-4845, Ext. 233
Fax: (602) 437-0705

8. The time, place, and nature of the proceedings for the adeption, amendment, or repeal of the rule or. if no proceeding is
scheduled. where, when, and how persons may request an oral proceeding on the proposed rule:
An oral proceeding is scheduled for October 13, 1998, at 900 A,M. at the address listed below. A person may submit written

comments congerning the proposed rules by submitting them no later than 5 P.M. October 13, 1998, to the following person:

Name: John Gray, MRTBE Program Manager
Location: Arizona Radiation Regulatory Agency
4814 South 40th Street
Phoenix, Arizona 85040
Telephone: (602) 255-4845
Fax: (602) 437-0705
9. Any other matters prescribed by statute that are applicable t¢ the specific agency or to any specific rele or class of rules:
Not applicable.

10. Incorporated by reference and their location in the rules:

None.

11. The full text of the rules follows:

TITLE 12. NATURAL RESOURCES

CHAPTER 2. MEDICAL RADIOLOGIC TECENOLOGY BOARD OF EXAMINERS
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ARTICLE 3. PROCESSING TIME FOR APPEICATIONS

Section

Ri2-230L  Seheeolupprovel Repeal
R12-2-301.  Application Processing Time Frames
Ri2-2-302.  Useofxraysbystudents Repeal

ARTICLE 3. Sehools-of-Dingnostie-and-Therapeutie-
Radiologie Teehaol

Article 3. Sehools-o

ARTICLE 3. LICENSING TIME-FRAMES

R12-2-301. Licensing Time-Frames

A. Within 30 days of receiving an initial or a renewal certificate
application packeee the Board shall notify the applicant of
any deficiencies found in the package. The Board shall pro-
vide a written comprehensive list of the deficiencies to the
applicant. The 30 day time-frame for determining administra.
tive completeness is suspended from the date the deficiency
notice is mailed until the date that the Board receives ali
missing information from the applicant. If an applicant fails
to supply the missine information or to request an extension
of response time within 90 days from the date of the defi-
ciency notice, The Board shall consider the application aban-
doned and require a new application with all appropriate fees.
The Board shall render a certification decision within 30 davs
after completion of the administrative completeness review
time-frame, unless an extension of 15 days is agreed to by the
applicant, If deficiencies are found in the application period,
the Board shall make a written comprehensive request for
additional information from the applicant, The 30 day time-
frame for substantive review is suspended from the date the
request is mailed until the date that the Board recejves addi-
tional information from the applicant. Tf an applicant fails to
1espond to the writter request or requests an extension of
response time within 90 days of the notice, the Board shall
consider the application abandoned and require 2 new appli-
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1. If an applicant is found to be ineligible, the Board shall
provide the applicant a written notice of denial explain-

a.  Thereason of the denial with citation of supporting
statute orrule;

b The applicant’s right to seek an appeal of the
denial: and

c. The time periods for appealing the denial.
2. I an applicant is found to be eligible, the applicant shall
be notified and provided a certificate number.

C. Within 60 days of receiving a school application package,
The Board shall notify the applicant of any deficiencies
found in the package. The Board shall provide a written com-
prehensive list of the deficiencies 1o the applicant. The 60
day fime-frame for determining administrative completeness
is suspended from the date the deficiency notice is mailed
until the date that the Board receives all of the missing infor-
mation from the applicant. If an applicant fails to supply the

missing information or to request an extension of response
time within 90 days from the date of the deficiency notice

the Board shall consider the application abandoned and

require a new application with all approoriate fees.
D. The Board shall render a decision regarding school approval
within 60 days after the completion of the administrative

completeness review time-frame. unless an extension of 30
days is agreed ¢ the applicant. If deficiencies are found in
the application package, the Board shall make a written com-
prehensive request for additional information from the appli-
cant._The 60 day time-frame for substantive review is
sugpended from the date the request is mailed until the date
that the Board receives all additional information from the
applicant, If an applicant fails to respond to the written
request or requests an extension of response time within 90
days of the notice, the Board shall consider the application

abandoned and require a new application with all appropriate
fees.

1. If an applicant is found to be ineligible, the Board shall
provide the applicant a written notice of denial explain-
jﬂg; . .

a. The reason for the denial with citation to support-
ing statutes or rules:

b. The applicant’s right to seeck an appeal of the
denial; and

¢ The time period for appealing the denial.

2. Ifap applicant is found to be eligible. the applicant shall
be notified and the application shall be provided to the
Board for approval.

E. Forthe purposes of A.R.S, Title 41, Chapter 6. Article?.1. the

Board establishes the following time-frames in days:
Certification and School Approval Time-frames
Type of Application Administrative Substantive Review Overall

=

Completeness Time-frame Time-frame
Review Time
Certification 30 30 60
School Approval 60 60 120
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